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Important 
DEVELOPMENTS in 
1949 


By CHARLES WESLEY DUNN 


THE INTRODUCTORY STATEMENT OF THE CHAIRMAN AT THE 
FIFTH ANNUAL MEETING OF THE SECTION ON FOOD, DRUG AND 
COSMETIC LAW IN THE NEW YORK STATE BAR ASSOCIATION 


HIS IS the fifth annual meeting of the Section on Food, Drug and 

Cosmetic Law in the New York State Bar Association. Hence my 

introductory statement as chairman should first commemorate the 
fifth anniversary of this Section, by describing its establishment, pur- 
pose, and record. For it is the pioneer bar organization on its law; 
which, it should be added, is affiliated with the oldest and largest vol- 
untary state bar association.*’ That association was incorporated in 
1876, “to cultivate the science of jurisprudence, to promote reform in 
the law, to facilitate the administration of justice, to elevate the stand- 
ards of integrity, honor and courtesy in the legal profession, and to 
cherish a spirit of brotherhood among the members thereof.” These 
are noble and inspiring objectives, for our guidance. 














1The New York State Bar Association State bar associations with a required 
now has 7100 members. The integrated membership are larger. 
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The author, who is Chairman of the 
Editorial Advisory Board of the Food Drug 
Cosmetic Law Journal, has specialized in 
food, drug, and antitrust laws in several 
capacities for nearly forty years. A member 
of the New York State Bar, he practices 
law in New York City and is a Professor of 
Law at New York University. He is the 
author of several books on the food and 
drug law and numerous articles on that law 
and the antitrust law. In addition to being 
general or special counsel for several food 
and pharmaceutical associations and manu- 
facturers, Mr. Dunn is President of the Food Law Institute; Public 
Trustee of the Nutrition Foundation; Director of the National 
Society for Medical Research; and General Counsel for the World 
Medical Association, United States Committee, Inc. Mr. Dunn is 
also Chairman of the Division of Food, Drug and Cosmetic Law in 
the Section of Corporation, Banking and Business Law of the Ameri- 
can Bar Association; and is Chairman of the Section on Food, Drug 
and Cosmetic Law and of the Section on Antitrust Law, both of the 
New York State Bar Association. 








Establishment of Section 


The Section was established under the following circumstances. 
Mr. Lewis C. Ryan, a distinguished Syracuse lawyer, was president 
of the New York State Bar Association in 1945 and 1946. In the sum- 
mer of 1945 he called on Mr. John S. Prescott, counsel for the General 
Foods Corporation, and requested his aid in securing the membership 
of lawyers in the food industry. Mr. Prescott referred him to me, as 
counsel for the national association of that industry; Mr. Ryan then 
called at my office. I recommended that such membership be accom- 
plished by creating a Section on Food, Drug and Cosmetic Law, which 
[ had long contemplated as an indicated and needed development in 
the field of this law. Mr. Ryan enthusiastically approved that recom- 
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mendation and he officially authorized me to proceed with the organi- 
zation of this Section. I called an organization meeting of interested 
New York lawyers at the Bar Association House (42 West 44th Street) 
on July 19; and eighteen attended. They then unanimously organized 
this Section and provided for its administration by a chairman, secre- 
tary and executive committee ; the chairman was empowered to appoint 
working committees. I was elected as chairman, and Mr. George 
Link, Jr., was elected as secretary ; we have since been re-elected, each 


year. 


The original standing committees were on the food, beverage, 
drug, cosmetic, and products liability laws; and committees on food 
standards, chemicals, and uniform state food, drug, and cosmetic laws 
have been added. Special committees have also been appointed, from 
time to time, which are illustrated by the current one on retail food 
exemptions from the Federal Food, Drug, and Cosmetic Act. The 
executive committee originally included the chairman, secretary, and 
Messrs. Robert W. Austin (chairman of the food law committee), 
William J. Williams (chairman of the beverage law committee), James 
F. Hoge (chairman of the drug law committee), Hugo Mock (chair- 
man of the cosmetic law committee), and Cecil I. Crouse (chairman of 
the products liability law committee), with the following additional 
members at large: Messrs. John S. Prescott, J. Thomas Schneider, 
and Harold Harper. This committee has since been revised to substi- 
tute Mr. Samuel A. McCain (as the new chairman of the food law 
committee) and Mr. Bradshaw Mintener (as the new chairman of the 
products liability law committee), to add Messrs. H. Thomas Austern 
(chairman of the food standards committee), Carl M. Anderson (chair- 
man of the chemicals committee), and Michael F. Markel (chairman 
of the uniform state food, drug and cosmetic laws committee), and 
to have the following members at large: Messrs. James M. Best, 
Harold Harper, and Walton M. Wheeler, Jr. 


Consequently this Section was established on July 19, 1945; its 
first annual meeting was held on January 24, 1946. The charter mem- 
bers numbered twenty-seven. These founders of the Section have a 
role of honor in the history of the food, drug and cosmetic law; and 
their names should be recorded here. They are: Messrs. Lewis A. 
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Ackley (then New York attorney for Swift & Co.), Carl M. Anderson 
(then of counsel for Merck & Co, in Rahway, N. J.), Robert W. Austin 
(then a member of Breed, Abbott & Morgan, general counsel for the 
National-American Wholesale Grocers Association in New York City), 
Clinton H. Blake (then general counsel for the National Sugar Refining 
Company in New York City), Thomas H. Brown, Jr. (then general 
counsel for the American Home Products Corporation in New York 
City), George H. Coppers (then general counsel for the National Bis- 
cuit Company in New York City), Cecil I. Crouse (head of the law 
department for the Borden Company in New York City), Edward O. 
Curran (attorney for the Nestle’s Milk Products, Inc., in New York 
City), A. M. Davis (attorney for the Best Foods, Inc., in New York 
City), Frank T. Dierson (assistant general counsel for the Grocery 
Manufacturers of America, Inc., and associate general counsel for the 
American Pharmaceutical Manufacturers’ Association in New York 
City), Charles Wesley Dunn (general counsel for the Grocery Manu- 
facturers of America, Inc., and the American Pharmaceutical Manufac- 
turers’ Association in New York City), George Faunce, Jr. (general 
counsel for the Continental Baking Company in New York City), 
W. A. Ferguson (then general attorney for the Loose Wiles Biscuit 
Company in New York City), James G. Flanagan (general counsel 
for the S. B. Penick & Company in New York City), Robert S. Gordon 
(general counsel for the National Dairy Products Corporation in New 
York City), Harold Harper (general counsel for the National Whole- 
sale Druggists’ Association in New York City), James F. Hoge (gen- 
eral counsel for the Proprietary Association of America in Washington, 
D. C.), George Link, Jr. (general counsel for the Gelatin Research 
Society of America in New York City), George R. Martin (head of the 
legal department for the Lederle Laboratories in New York City), 
Samuel A. McCain (attorney for the Corn Products Refining Company 
in New York City), Hugo Mock (general counsel for the Toilet Goods 
Association in New York City), John S. Prescott (then general counsel 
for the General Foods Corporation in New York City), David Rasch 
(head of the legal department for the Winthrop Chemical Company in 
New York City), J. Thomas Schneider (then general counsel for 
Standard Brands, Incorporated, in New York City), George H. Sibley 
(general attorney for E. R. Squibb & Sons in New York City), Sher- 
wood E, Silliman (chief counsel for the Vick Chemical Company in 
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New York City), and William J. Williams (general counsel for Canada 
Dry Ginger Ale, Inc., in New York City). It is sad to relate that two 
founder members have died. They are Mr. Clinton H. Blake and Mr. 
John S. Prescott. 


Purpose of Section 


The basic purpose of this Section is manifest. It is to provide a 
forum where the food, drug, and cosmetic law may be constructively 
studied and discussed as a fundamental law of the land, for its better 
understanding and appropriate operation and right development. The 
Section has a notable record of growth, annual meetings, and other 
achievements. For it now has a membership approximating two hun- 
dred, which includes the leaders in this law throughout the country. 
Thus it is actually a national bar organization. As to its annual meet- 
ings: they have each had a representative attendance and a valuable 
program; their proceedings have been officially broadcast to the gen- 
eral public, by New York City; and such proceedings have been perma- 
nently recorded in the Food Drug Cosmetic Law Quarterly. These 
meetings have had a valuable program, because they contributed 
significant reports, papers, and resolutions on this law. The reports 
were by the officers and committees; we should especially note the 
important reports by the standing committees on the products liability 
law (annually made by Mr. Bradshaw Mintener, general counsel for 
Pillsbury Mills, Inc., in Minneapolis) and food standards (the chair- 
man, Mr. Austern, is general counsel for the National Canners Associ- 
ation), and by the special committee on retail food exemptions from 
the Federal Food, Drug, and Cosmetic Act (the chairman is Mr. 
William A, Quinlan of Washington, D. C.). The papers have princi- 
pally dealt with the major Federal Food, Drug, and Cosmetic Act; 
they have recorded its progress and discussed its problems; and their 
authors have been the highest administrative officials and the best legal 
experts. The character of the resolutions is indicated by saying that 
one condemned the emasculating Moore amendment of that Act, which 
was quoted to Congress against its enactment; and that another 
recommended an administrative consolidation of the federal food, 
drug, and cosmetic law in the Food and Drug Administration, which 
was considered by the Hoover Commission. It follows that the Sec- 
tion has successfully accomplished its basic purpose, through the 
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annual meetings; and, we should add, they have become increasingly 
important each year. Furthermore, the Section has also accomplished 
this purpose by sponsoring an informal discussion of that Act, between 
its members and FDA representatives. This discussion systematically 
occurs at meetings of its executive committee, and on special occasions, 
such as the dinners by the Section in honor of Dr. Paul B. Dunbar, 
Commissioner of Food and Drugs, and Mr. Charles W. Crawford, 
Deputy Commissioner of Food and Drugs. That comment indicates 
a related value of the Section, which is to bring together the officials 
administering this law and the lawyers foremost in practicing it, for a 
better acquaintanceship and a mutual consideration of common ques- 
tions in the public interest. 


Achievements of Section 


The other significant achievements of this Section are well known 
to you, and it suffices now to mention four. The first was the Section’s 
organization of the meeting on June 25, 1946, to commemorate the 
fortieth anniversary of the original Federal Food and Drugs Act. This 
meeting was a national event of great historic importance, which Presi- 
dent Truman officially recognized; the leading public, industrial and 
trade organizations interested in the law of that Act participated in it; 
and the speakers were a most distinguished list. They included the 
Federal Security Administrator, the United States Commissioner of 
Food and Drugs, the Solicitor General of the United States, the Sur- 
geon General of the United States Public Health Service, the Canadian 
Deputy Minister of Public Health who was then also the Director 
General of the World Health Organization, and a Senior Judge of the 
United States District Court. They also included the widow of the 
Act’s founder, Mrs. Harvey W. Wiley, leading executives in the food, 
drug and cosmetic industries and others prominent in the foregoing 
law. Because the addresses at this meeting have a lasting value, they 
were published by Commerce Clearing House, Inc., in a beautiful 
commemoration book. It may be added here that the Section should 
have commemorated the one hundredth anniversary of our national 
food and drug law, in 1948;? and that the seventy-fifth anniversary 
of the parallel Canadian law will be commemorated in Ottawa on 





2 The first national food and drug law _ tion of adulterated drugs, effective on June 
was the federal law against the importa- 26, 1848. 
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March 16, at an official government dinner which I will attend. The 
second achievement by this Section was its institution of the Food 
Drug Cosmetic Law Quarterly. For, as chairman, I recommended the 
publication of that Quarterly by Commerce Clearing House, Inc.; its 
editorial advisory board has included the officers of this Section; and 
its first issue contained the proceedings of our original meeting. The 
Quarterly has been an essential organ of food, drug, and cosmetic law and 
has made a fundamental contribution to it. I now announce that in March 
the Quarterly will be converted into the monthly Food Drug Cosmetic Law 
Journal. This conversion has long been planned, to provide a more fre- 
quent publication of still greater value. There will be no change in the 
Quarterly’s basic policy, which is analogous to the basic purpose of 
this Section. For that policy is to record the progress of the food, 
drug and cosmetic law and to provide for its constructive discussion as 
a fundamental law of the land, according to the highest professional 
standards. The Journal will add special reports on the progress of this 
law, in Congress, the state legislatures, the Food and Drug Administra- 
tion, and the Federal Trade Commission. As chairman of its editorial 
advisory board, I will appreciate your suggestions for improving the 
Journal and your recommendation of significant articles for inclusion 
in it. We shall increasingly need such articles; and their authors thus 
render an important public service. The significance of this Journal 
is further indicated by saying that its subscription list is both a 
national and an international one of the highest standing. No one who 
responsibly deals with its law can afford to be without the Journal. 


The third achievement by this Section was its inauguration of a 
supplemental national organization in the American Bar Association. 
I recommended this organization at the initial meeting of our Section, 
which then sanctioned action for it. Such action was instituted at the 
1946 meeting of that Association; with the result that its Section of 
Administrative Law established a Committee on Food, Drug and 
Cosmetic Law in 1947, which held its first and only meeting at Seattle 
in 1948. It was the only meeting because in 1949 this Committee was 
converted into a Division of Food, Drug and Cosmetic Law in the 
Section of Corporation, Banking and Business Law, which held its 
first meeting at St. Louis last September. That Division will hold its 
second meeting at Washington, D. C., during the week of September 
18 next, when the American Bar Association will jointly convene with 
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the Canadian Bar Association there. We plan to have this meeting 
in the auditorium of the Federal Security Agency and to organize a 
strong program for it; and as chairman of the Division I will greatly 
appreciate your program suggestions. This statement invites the fol- 
lowing explanatory comment: that Division and our Section have been 
administratively integrated to date, by naming the same chairman and 
standing committees for each. I should pause here to note that there 
is ample room for these two bar organizations on the same law. For 
both are indicated; each supplements the other; and together they 
provide a broader discussion of the food, drug and cosmetic law. The 
only need is to integrate their conduct and action. It may be observed 
that this additional Section is indicated, because many lawyers dealing 
with its law reside in the New York area; its meetings are distinctively 
scheduled in January; and they have actually invited a larger attend- 
ance, because of their location. These reasons are aside from the fact 
that our Section is the pioneer bar organization on its law. The fourth 
achievement. by this Section was its establishment of an important 
forum on the Robinson-Patman Act against unfair price discrimina- 
tion, because its members are so greatly interested in the law of that 
Act. This forum became a national institution and led to the substi- 
tute creation of a new Section on Antitrust Law in the New York State 
Bar Association, of which I am also chairman. It now has over seven 
hundred members, who likewise include leaders in its law throughout 
the country; and there are no more important discussions of the anti- 
trust law than at its annual meetings. Its proceedings are likewise 
published by Commerce Clearing House, Inc., for nationwide dis- 
semination; and it will soon publish an important Trade Regulation 


Law Journal. 


John S. Prescott 


I am sure you will agree that this half-decade record of our Section 
is an impressive and gratifying one; and that as a result it may con- 
template the future with confidence. Turning now to this annual 
meeting in its normal course, I will mention four important develop- 
ments in 1949. The first relates to this Section and is the sad death of 
Mr. John S. Prescott, General Counsel for the General Foods Corpora- 
tion, on May 19; and it should be noted that he was also vice president, 
secretary and director of that Corporation. As previously stated, 
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Mr. Prescott was a charter member of this Section and its executive 
committee ; and he was always deeply interested in its welfare. There- 
fore his untimely death at the age of 60 is a great loss to this Section ; 
and I recommend that its executive committee adopt an appropriate 
minute on it.2 I have also recommended to The Food Law Institute, 
later discussed, that it perpetuate his memory by action relating to 
this law, to which he was profoundly devoted.* Indeed he repeatedly 
informed me that when he retired it was his desire to have an active 
role in the Institute’s program. It should be added that I knew Mr. 
Prescott long and intimately. He was a very able lawyer, a man of the 
highest ideals and finest character, and a citizen with a true sense of 
public responsibility. He was sincere and constructive, in his approach 
to all matters; and while he proceeded modestly and quietly, his influ- 
ence with his client and in the food industry was a significant one. 
The world was enriched by his life and his infinite contributions remain 
as a lasting heritage. I should go on to say that only eight days before 
he died Mr. Prescott wrote me a letter enclosing a copy of the GF 
Stockholder News (Spring Edition 1949), which pictorially explained 
the organization, work and value of his legal department. He was 
proud of this recognition to that Department and his associates in it. 
He was proud of its operational formula, “9 Parts Prevention, 1 Part 
He was proud of its original program for training young 

And he was proud of its unique Hornbook of guiding legal 
I commend the practice of such a reference book; and I 


Cure.” 

lawyers. 
information. 
suggest that other manufacturers should also recognize the invaluable 
services rendered by their legal departments, in some appropriate way. 


Food Law Institute 


The second development has a fundamental significance to the 
law of this Section. It is the organization of The Food Law Institute 
in New York on March 16, which was announced at a distinguished 
ceremony on November 16;° and the term “food law” here includes 
the complementary drug and cosmetic laws. The Institute was cre- 
ated by leading food and related manufacturers, to develop the law of 








3’ The minute is quoted elsewhere in this 
issue of the Food Drug Cosmetic Law 
Journal. 

* Mr. Prescott took a leading part in the 
establishment of The Food Law Institute; 
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and he was a charter member of its law- 
yers’ advisory committee. 

5 Approximately 140 leaders in the food 
law and industry and in public health and 
university circles attended this ceremony, 
at The Waldorf-Astoria. 
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food; it supplements The Nutrition Foundation, previously established 
by them, to develop the science of food. It is a wholly public organiza- 
tion; its officers receive no compensation; its trustees include promi- 
nent deans of law; and its advisory committee includes high government 
lawyers. Mr. William M. Robbins, Vice President of the General Foods 
Corporation, is the board chairman; and I am the administrative 
president. The planned annual income of the Institute is $50,000, at 
least; and it has two practical objectives. They have been approved 
by the bar organizations on this law; and they are endorsed by the 
United States Food and Drug Administration, which is actively co- 
operating in their execution. 


Stimulation of Instruction in Food Law 


The first objective is to stimulate instruction in the food law (thus 
broadly construed) at university law schools, on a postgraduate level ; 
and also at other university schools interested in it, including graduate 
schools of public health and business administration. Such action is 
a pioneer one, for no law school has heretofore taught this law in that 
way ; and it represents the latest advance in specialized legal education. 
The purpose is to give the legal profession a due understanding of this 
law ; to train sound experts in it, for both public and private service; to 
develop competent teachers of it, for university use; and to provide 
constructive leaders in it, for the realization of its basic social and 
economic intendments. The great value of this objective is manifest; 
and to accomplish it the Institute has organized a two-fold plan. For 
the first part it has underwritten an original and broad food law 
program at the New York University School of Law, by an initial 
grant reaching $35,000. This law school was selected for several rea- 
sons. They are: (1) it is located in the major food law area; (2) it is 
building an important law center, which will be an ideal home for this 
program; and (3) it is a large and strong postgraduate law school. 
Indeed it has more graduate students than all the other accredited law 
schools combined. That program was instituted last September; and 
it has proven a notable success. For it has invited a registration of 
nearly forty lawyers; the highest food law officials have joined the best 
food law experts in providing its instruction; and the policy has been 
to give basic instruction on the most important subjects of this law. 
The students include five carefully chosen fellows. They are all work- 
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ing for the highest law degrees; and they will each practice or teach 
this law. For the second part of its plan the Institute has acted to 
promote instruction in this law at additional law and other university 
schools, throughout the country. This instruction will originally include 
introductory lectures; they have already been scheduled at numerous 
schools ; and others are being progressively added. 


Food Law Publications 


The second objective is to publish a series of basic research com- 
pilations and studies of the food law (thus broadly construed), which will 
provide a comprehensive and authoritative library on it. Such a library 
is greatly needed and its fundamental value is manifest. To accom- 
plish this objective the Institute is organizing a long-range program 
of books, which will be published by Commerce Clearing House, Inc., 
in a distinctive format of “The Food Law Institute Series.” The fol- 
lowing books have been scheduled for first publication: an annotated 
compilation of the federal food laws; an annotated compilation of the 
general state food laws; a compilation of the official reports under the 
original Federal Food and Drugs Act and the succeeding Federal 
Food, Drug, and Cosmetic Act; an annotated compilation of the British 
Commonwealth food laws; a comparative study of the Canadian food 
law; studies of major subjects presented by the Federal Food, Drug, 
and Cosmetic Act; a study of food industry sanitation; and a manual 
on the food products liability law. The publication of these books will 
begin in 1950 and continue thereafter as fast as the circumstances 
permit; other books will be added in due course, including historical 
studies of the food law; and they should also embrace a bibliography of 
this law. Each book will be prepared by an expert on its subject; 
Dr. Paul B. Dunbar, United States Commissioner of Food and Drugs, 
will write the introduction to the initial one, compiling the official 
reports under the aforesaid Federal Acts. The experts who have 
already agreed to prepare these books include: Mr. Arthur D. Herrick, 
food law specialist, who will edit the federal law compilation; Mr. 
Franklin M. Depew, food law specialist, who will edit the state law 
compilation; Mr. R. E. Curran, Legal Adviser to the Canadian Depart- 
ment of National Health and Welfare, who will edit the British Com- 
monwealth law compilation and write the Canadian law study; and 
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Mr. Thomas M., Rector, Vice President of the General Foods Corpora- 
tion, who will edit the study of food industry sanitation. 


Oleomargarine Bill 


6 


The third development is the Congressional passage of a bill 
amending the Federal Food, Drug, and Cosmetic Act to regulate the 
sale of yellow colored oleomargarine or its service in a public eating 
place, whereby it is distinguished from butter. That bill passed the 
House on April 1, 1949, and the Senate on January 18, 1950; it is now 
in conference; and its amendment will soon become a law. This 
amendment has a basic constitutional significance. For it expressly 
makes this Act reach oleomargarine produced and sold or served only 
in intrastate commerce, in addition to that originating in interstate 
commerce; and it does so for the declared reason of preventing a bur- 
den on the latter commerce. Hence it goes a long step beyond that 
taken in the Miller amendment of this Act, to regulate intrastate com- 
merce; and Congress can go and has gone no farther in regulating it, 
under the commerce clause. Whether the Supreme Court will sustain 
the validity of such an amendment is now a question; but an affirmative 
answer is indicated by its decisions in the early Shreveport rate * and 
recent Sullivan*® drug cases. Furthermore this amendment has the 
additional significance that it will require the Food and Drug Admin- 
istration to police all local public eating houses, throughout the coun- 
try; which requirement will greatly expand its administrative duties 
and thus create new administrative problems. We shall hope they do 
not include a vexatious political one. 


Amendment of Act 


The fourth development is the increasing sentiment for an amend- 
ment of the Federal Food, Drug, and Cosmetic Act, which controls 
the addition of chemicals to food along the lines of the “new drug” 
control in Section 505. Chemicals are added to food, either in produc- 
tion or through contamination; this amendment is designed to make 
certain that their addition is safe, from the standpoint of the consuming 
public. The FDA officials have repeatedly emphasized the need of 





*H. R. 2023, Eighty-first Congress, Sec- 7 234 U. S. 342 (1914). 
ond Session. § 332 U. S. 689 (1948). 
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such an amendment; the American Public Health Association recom- 
mended its enactment on October 26, by resolution; and its law has 
been approvingly discussed.’ I raised the question of this amendment 
in my address before the Division of Agricultural and Food Chemistry 
of the American Chemical Society on April 19, 1948, at its meeting to 
commemorate the tenth anniversary of this Act;?® and in my annual 
address to the Grocery Manufacturers of America, Inc., last Novem- 
ber, I recommended that the food industry approve this amendment 
in a due form. This recommendation was predicated on the funda- 
mental ground that food must be safe for consumption; and I believe 
that such an amendment will provide the food industry with a basic 
protection, which is profoundly beneficial to it. 


In conclusion, I direct your attention to the fact that a bill will 
be introduced into Congress, to revise title 21 of the United States 
Code entitled “Food and Drugs.” It is directed to recodify the national 
food, drug and cosmetic law in that title, without substantially chang- 





ing it." [The End] 
9 For example, see the discussion by Mr. " This bill was introduced on February 
Michael F. Markel in 4 Food Drug Cos- 2, 1950. It is H. R. 7121, Eighty-first Con- 
metic Law Quarterly 563. gress, Second Session. 

3 Food Drug Cosmetic Law Quarterly 
166. 








In the April Issue 


All of the addresses delivered at the morning 
session of the Fifth Annual Meeting of the 
Section on Food, Drug and Cosmetic Law of 
the New York State Bar Association last Jan- 
uary 26 are reproduced herein. 


Addresses delivered at the afternoon session, 
including those by Hugo Mock, George H. 
Sibley, and Michael F. Markel, will appear in 
the April issue of the Journal. 
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PROGRESS 


UNDER THE FEDERAL FOOD, DRUG, AND COSMETIC ACT 


By C. W. CRAWFORD 


ANTIHISTAMINES, NEW ANTIBIOTICS, SLEEPING PILLS, ABORTI- 

FACIENT PASTE CALLED FOR FIELD STAFF INVESTIGATION 

DURING A YEAR IN WHICH THE MILLER AMENDMENT ALSO 
BROUGHT INCREASED ACTIVITY FOR THE FDA. 











The author has had a long and active 
career in the Food and Drug Administration 
before becoming Deputy Commissioner, and 
he is responsible for the initiation of regula- 
tions and standards to be promulgated under 
the Food, Drug, and Cosmetic Act. 


Mr. Crawford began his administrative 
work in 1918 after having worked as an 
analyst in the Chicago and New Orleans Stations of the Food and 
Drug Administration. He became head of the newly created Interstate 
Division in 1928 ; Technical Advisor, assigned to the Office of the Chief 
of the Food and Drug Administration in 1939; Assistant Commis- 
sioner of Food and Drugs in 1942; and Associate Commissioner in 
1944. 
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GAIN WE CAN REPORT continuing improvement in the 

quality and integrity of the nation’s foods, drugs, and cosmetics. 

While the number of court actions under the Federal Food, 

Drug, and Cosmetic Act during the year since we last met was greater 

than in the preceding year, the increase resulted from more efficient 

enforcement tools provided in mid-1948 by the Miller Amendment and 
by more effective operations of the enforcement agency. 


The vast majority of the members of the regulated industries con- 
tinue to comply with the law by marketing sound products which are 
honestly labeled. Most of them do so out of an inherent desire to 
deal honestly and fairly with those who consume their wares. Some 
do so because of concern that any transgression would incur just pen- 
alties. Whatever the motive, those who adopt the policy of compli- 
ance feel assured that their decision will not be corroded by unfair 
competition from serious and continuing violations by the careless or 
unscrupulous fringe who are willing to bet that they can make viola- 
tions pay. 


The fact that the law makes possible the swift visitation of sub- 
stantial penalties, even for first offenses, is of incalculable advantage 
to the public and to the industries. It so restricts the incentive to 
violate that the problem of enforcement is not of such magnitude as 
to require a vast organization to maintain a reasonable degree of public 
protection and a reasonable assurance against chaotic conditions in 
production and marketing arising from uncontrolled sharp practices. 


Administration Personnel 


While the Food and Drug Administration’s present personnel, 
totaling only about 940 for regulatory work and 150 for the certification 
services, is much too small to give the degree of protection that both 
the public and the industries may reasonably expect, it approaches that 
goal more nearly by reason of the deterrent effect of the law’s penalties. 
We believe that the possibility of incurring those penalties is in no 
small part responsible for the continuing improvement in the quality 
and integrity of the regulated products and for the increased stability 
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and opportunities for advancement enjoyed by legitimate industry 
since the law of 1938 was passed. 


Whatever contribution the personnel of the Food and Drug Ad- 
ministration may have made to these advances is due less to its 
numbers than to the alertness and devotion of its inspectors, chemists, 
and other field personnel. Their job is to watch over the production 
and distribution of domestic products for which consumers pay some- 
thing more than fifty billion dollars annually, and to watch over the 
importation and distribution of commodities from abroad which con- 
sumers buy each year for about two billion dollars. 


Abortifacient Paste 


The operations of the field staff bring interesting and sometimes 
dramatic experiences. About a year ago there were rumors that an 
unlicensed, diploma-mill doctor of medicine was distributing an aborti- 
facient paste that was highly dangerous. Inspectors found that the 
product was supplied both for self-medication and for professional 
use. The incidence of deaths from attempted abortions rose sharply in 
the city where the product was manufactured. Interstate shipments 
were made under various names. The inspectors were faced with 
the problem of getting proof that the doctor made or caused such 
shipments. The doctor did not cooperate. His movements in and out 
of his establishment were unpredictable; he might leave at any hour 
of the day or night. Before leaving he would frequently come to the 
door, look up and down the street, then go back and reappear with 
packages with which he drove madly away in his high-powered car. 
Four inspectors, working in pairs, set up a day-and-night vigil from 
their car parked across the street. The car’s government license tags 
were replaced with state tags and were frequently changed through 
the cooperation of local traffic officers. 


The adventures of following the fast-driving doctor were height- 
ened by snow and ice storms that glazed the streets. Several times 
the doctor outdistanced the inspectors. Once he stopped unexpectedly 
and the government car avoided collision by skidding onto a vacant lot. 
Many of the doctor’s deliveries of the paste were for use by himself 
or other practitioners in local houses of abortion. Several parcel post 
and express shipments were addressed to points within the state. 
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But one morning at 3:30, after trailing the doctor to a postal sta- 
tion with the car lights out, one of the inspectors entered behind the 
doctor and saw him drop a package in the parcel post chute. After 
the doctor left, both inspectors went with a postal employee to the 
parcel post bin, It contained only one package. That package bore 
an interstate address. At the destination another inspector obtained 
a sample from the consignee after following the postman who delivered 
the package. 

After the vigil had been kept nearly two weeks, the inspectors 
witnessed the nocturnal delivery to an express company of a second 
interstate shipment which also resulted in the collection of a sample. 
The doctor was indicted on charges of having shipped interstate a drug 
which was misbranded in that it did not bear adequate directions for 
use or other labeling required by the law. He was tried, found guilty, 
and sentenced to two years in prison. He is now free on bail pending 
appeal. 


Addition of Squalene to Salad Oil 


A diverting incident occurred when inspectors were maintaining 
surveillance over a person who was suspected of supplying squalene to 
producers of mixed salad oils. Squalene is a natural constituent of 
olive oil and its quantity is one index of the amount of high-priced olive 
oil present in such mixtures. The addition of squalene made the mix- 
tures put out by this man’s customers appear, from chemical analysis, 
to contain a substantial amount of olive oil, and they were priced and 
sold on that basis. It was only when field chemists devised new and 
ingenious procedures that the presence of added squalene could be 
proved. 

Inspectors were watching the establishment of the individual 
believed to be supplying the squalene, and the know-how of using it, 
to the mixing plants. Another person was observed who also seemed 
to be watching this establishment. The inspectors decided that this 
watcher should also be watched, and they did so until they found that 
they were trailing an agent of the Federal Bureau of Investigation 
who was interested in the occupants of the building next door. 

Evidence obtained by the inspectors and chemists resulted in ver- 
dicts in a seizure case and a criminal case, both favorable to the gov- 
ernment. Other actions are pending. 
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Filthy and Polluted Coffee 

The recent increase in the price of coffee led to an effort to divert 
several tons of filthy and water-damaged coffee and coffee sweepings 
to food channels. The term “coffee sweepings” is used for the mixture 
of coffee beans and debris of all kinds swept up from the holds and 
decks of ships and the platforms of unloading docks after the discharge 
of coffee cargoes. The filthy and water-damaged coffee had resulted 
from a flooding with polluted water when the cargo ship was in a harbor 
collision. The unfit material was loaded on a barge to be taken to sea 
and dumped. Instead it was moved at night, without the knowledge 
of the barge’s captain, to a nearby city where the wet coffee was 
unloaded and dried. It was then returned and stored at several points 
for surreptitious sorting and blending with good coffee. 

Tracing this filthy and polluted material so that it could be seized 
and destroyed was a difficult task. It had moved through obscure and 
unusual channels; a grain firm had handled some of it. A building in 
which it was suspected that some of the coffee was stored was found 
empty of coffee although a trail of coffee beans led from the unloading 
dock to the roof, where there was unmistakable evidence that coffee 
had been piled. Apparently further drying of some of the watered 
stock had been necessary. When an inspector questioned one of the 
men known to have received some of the coffee about where he had 
got it, the man replied that he would not tell and that if he did, his 
throat would be cut. He advised the inspector that people who ask 
too many questions also may have their throats cut. 

Through hard work, persistence, and resourcefulness, most of this 
coffee was found, seized, and destroyed. 


Unauthorized Sale of Sleeping Pills 

Reports of deaths from sleeping pills and other reports that an 
unusual number of drunks being arrested had sleeping pills in their 
possession, led to the investigation of a drugstore to determine whether 
the drugs were being dispensed without authorization from physicians. 
The investigation was nearing completion when, through cooperative 
arrangements with the police and coroner’s office, the inspectors were 
advised that a man had just been found dead in a telephone booth at a 
local hotel. There was evidence that he had been drinking and one 
sleeping pill was in his pocket. The inspectors were told by the land- 
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lady of the man’s rooming house that, on the evening before, he had 
borrowed an empty prescription box in which she had received sleeping 
pills upon her physician’s prescription. The man had taken the box 
to the drugstore that had filled the prescription originally and had 
secured a refill. The druggist had not consulted the prescribing physi- 
cian about the refill. It happened that the drugstore was the one under 
investigation. ‘The case against the drugstore was completed and 


resulted in a heavy fine. 


Many stories such as these could be told: stories of stopping or 
preventing the interstate distribution of polio remedies which appeared 
at the height of last year’s epidemic; one remedy a simple liniment 
whose sponsor asserted that his was not a fly-by-night medicine but the 
real thing, that he could not afford to make false statements about it 
because he was licensed by the state as a real estate broker; stories, 
not always with a happy ending, of valiant efforts to protect the health 


and welfare of all of us. 


With the intensive attention that must be given to such activities 
as those just related, and to less diverting but even more important 
problems in industries that are generally law-abiding, it is not surpris- 
ing that the field service could give attention last year to the output of 
only ten per cent of the domestic factories, either by inspecting the 
establishment or by examining samples from one or more of its inter- 
state shipments, and could give attention to only twenty-one per cent 
of the import shipments of products subject to the law. 


Relabeling of Adulterated Articles 


Following the policy supported by the regulated industries and 
approved by Congress in recent years of keeping the law up to date by 
needed amendments, two changes were made in the statute during 
1949. One clarifies the import section by specifically authorizing the 
longstanding administrative practice of permitting conditional entry of 
adulterated or misbranded articles for relabeling or other action to 
bring them into compliance. The amendment also provides that the 
cost of supervising such actions be assessed against the importer rather 
than be borne by the government, thus paralleling the provisions of 
the law governing the supervision of goods released from seizure in 


domestic commerce. 
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Certification of Antibiotics 


The other amendment includes the important new antibiotics, 
aureomycin, bacitracin and chloramphenicol in Section 507 of the Act, 
which requires the testing and certification of each individual batch 
of the drug to insure safety and efficacy of use before it is placed in 
the channels of distribution. 


Much concern has been expressed during the year about the signifi- 
cance of the certification service for antibiotics, about whether impor- 
tant new antibiotics should continue to be added to the list as they are 
developed and, if so, whether by legislative or executive action, and 
about exemptions under authority of Section 507(c) when rejection 
of requests for certification becomes infrequent. A penetrating analy- 
sis of the problem is presented in an article by Mr. John J. Powers, Jr. 
in the September, 1949 issue of the Food Drug Cosmetic Law Quarterly 
[4 Food Drug Cosmetic Law Quarterly (1949) 337]. 


Records show that since certification of penicillin began in Sep- 
tember, 1945, the rejections on products marketed in substantial volume 
have ranged from only 0.3 per cent to 1.9 per cent. Since certification 
of streptomycin began in April, 1947, the rejections on products mar- 
keted in substantial volume ranged from 0 to 1.3 per cent. In general, 
as experience is gained in production the rate of rejection falls. Sev- 
eral manufacturers have had no rejections for more than a year although 
their production has been substantial. 


The low rate of rejections has raised the question as to whether 
certification should not be discontinued generally under Section 507(c) 
which directs the Administrator, whenever in his judgment certification 
of any antibiotic drug is no longer necessary to insure safety and 
efficacy of use, to issue regulations exempting that drug from predistri- 
bution testing and certification, thus leaving it subject only to the other 
controls provided for drugs which ordinarily can be applied only after 
substantial distribution and use. 


It was pointed out that three basic considerations were responsible 
for the enactment of Section 507, which originally included only peni- 
cillin. First, the drug was important because it was highly efficacious 
in the treatment of crippling or fatal diseases occurring among large 
numbers of our population. Second, the drug was produced by biolog- 


Page 22 Food Drug Cosmetic Law Journal—March, 1950 














ical methods which even in the hands of competent manufacturers were 
imperfect and difficult, in consequence of which there was an important 
lack of uniformity in batches of the finished product. Third, the 
methods then available for assaying the finished drug, even when 
applied by competent scientists, gave results too uncertain and variable 
to permit evaluation of the safety and efficacy of the product with 
reasonable certainty. 


It has been suggested that these three considerations which under- 
lay the enactment of Section 507 should be accepted as the criteria for 
decertification under Section 507(c), and that if conditions are so 
changed that any one of the three no longer exists, the certification 
requirement should be lifted. 

It seems to us that in applying Section 507(c) it is the Administra- 
tor’s duty to take into account all facts that reasonably bear on the 
necessity or lack of necessity for certification “to insure safety and 
efficacy of use.” We do not believe that the statements describing the 
factual situation with respect to penicillin at the time of enactment 
necessarily constitute all of the factors the Administrator should con- 
sider at a future time in action under Section 507(c). We think he is 
required to decide whether or not the certification of a particular drug, 
in the light of the circumstances existing at the time of the decision, 


is necessary to insure safety and efficacy of use. 


The law now requires that the decision be reached upon a product 
basis. Because of that, any weakness in production and control sys- 
tems of any existing manufacturer or distributor must be taken into 
account as well as his disposition to limit efficacy claims to those rea- 
sonably supported by fact. And the Administrator cannot ignore the 
possibility that after decertification persons will enter the field who are 
neither satisfactorily equipped nor sufficiently experienced to produce 
antibiotics that are safe and efficacious, and to whom the production 
will present all of the difficulties and hazards faced by the original 
manufacturers when Section 507 was enacted. Just such situations 
already have occurred several times; the certification procedure has 
prevented the distribution and use of the unfit drugs. 


The Administrator is authorized to decertify only when he can 
derive reasonable assurance from all relevant facts that the drug can 
and will be produced and marketed by all concerned so that it will be 


Legislative and Administrative Progress Page 23 











safe and efficacious for use. No matter how good a record an existing 
firm may have, certification may not be ended as to that firm so long as 
others in the same field have not demonstrated their ability to insure 
the safety and efficacy of the drug. The conditions for decertification 
have so far been met only by crystalline penicillin G. 


The statement of what we think Section 507(c) means should not 
be taken as what we think the section ought to be. We think the 
section should be changed because we do not believe that once a firm 
operates under certification it should necessarily do so for all time. 
Nor do we think that certification should be widely extended ; it would 
be wholly impracticable and unnecessary to apply certification to drugs 
generally. But we cannot escape the fact that these important anti- 
biotics are widely used in cases of serious and often fatal illness; that 
if they are in fact what they purport to be they will surely save the 
lives of hosts of people, whereas if they are not there will be many 
needless deaths. Nor can we escape the fact that to the public these 
antibiotics are “miracle” drugs and that sick people would be prone to 
believe any claim of efficacy made for them, however false. The sig- 
nificance of this is emphasized by current proposals for over-the-counter 
penicillin preparations; the emphasis is sharpened by representations 
currently made for antihistamine cold preparations. 

These considerations place these important antibiotic drugs in a 
special category. While other drugs are highly important in certain 
diseases and may be difficult to manufacture and control, the sum total 
of the values of these antibiotics to the sick is vastly greater than the 
sum total of the values of these other drugs. 


It is hoped that through consultation with producers of antibiotics 
an understanding can be reached on how Section 507 can be amended 
to preserve and strengthen its essential consumer protective features 
and to eliminate those features which are unnecessary or undesirable. 


New Chemicals in Foods 


In articles in the September and December issues of the Quarterly 
for 1949 [4 Food Drug Cosmetic Law Quarterly 296; 563], Dr. P. B. 
Dunbar and Mr. M. F. Markel point up the problem of regulating the 
use of new chemicals in food. Important phases of that problem were 
discussed by Dr. James R. Wilson in his address before this Associa- 
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tion at last year’s meeting, which was published in the March Quarterly 
[4 Food Drug Cosmetic Law Quarterly 85], and by Dr. W. B. White in 
his article in the Quarterly for December 1947 [2 Food Drug Cosmetic 
Law Quarterly 475]. 

Pressure for using new chemicals in food continues to grow. If 
they devoted their time to nothing else, all the pharmacologists in the 
country could not adequately investigate the safety of these substances 
as fast as they are proposed. The present law, through Section 406 
and related provisions, deals effectively with poisonous substances 
added to food when the degree of their toxicity has been established. 
But the law does not adequately control the addition of new chemicals 
which have not been sufficiently studied to know whether they are 
poisons or not, or if so, just how poisonous they are. 

It is our hope that legislative activity will soon begin with amend- 
ments to require that new chemicals shall have been adequately tested 
to insure their safety before they are added to food. Consideration 
must also be given to new chemicals in cosmetics. We believe that 
the provisions of the new drug section provide an appropriate pattern 
for these purposes. 

Oleomargarine 

The oleomargarine controversy neared an apparent end last week 
through passage by the Senate of House Resolution 2023, with minor 
amendments, repealing the tax law and permitting regulated traffic in 
the colored product. The bill had been passed by the House on April 


1, 1949. 


The sponsors of the measure chose the Federal Food, Drug, and 
Cosmetic Act as a vehicle for amendments containing two provisions 
that are unprecedented in food control legislation. One provision sub- 
jects colored oleomargarine which is sold in the same state or territory 
in which it is produced to the same controls that the Act provides for 
oleomargarine in interstate commerce. The other provision requires 
clear identification of colored oleomargarine served in public eating 
places. The magnitude of the regulatory task imposed by the second 
provision is indicated by the fact that there are more than a half-million 
public eating places in the country. 

The minor differences between the Senate and House measures are 
to be considered by a conference committee of members of both Houses. 
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Antihistamine Cold Preparations 


Widespread criticism has been directed at the recent action of the 
Food and Drug Administration in releasing antihistamine cold prepa- 
rations for sale without physicians’ prescriptions. This criticism has 
been sharpened because of the intense advertising campaigns exagger- 
ating the therapeutic value of these new drugs. 


It does not seem to be generally known that the new drug section 
of the law relates only to the safety of new drugs when they are used 
only as the labeling directs, and that the law does not apply to claims 
of therapeutic value in advertising. Nor is it generally understood that 
there is convincing evidence of the safety of these new cold prepara- 
tions when they are used as the labeling directs, and that, in applying 
the law to these facts, no administrative action other than to release 
these drugs for sale could have been taken. 


Food Law Institute 


I would not close my report on progress under the Federal Food, 
Drug, and Cosmetic Act without referring to an event of the year that 
is of great significance to the future of this legislation. Your Chairman 
and other public-spirited men associated with him are to be congratu- 
lated for establishing the Food Law Institute. This movement will 
promote a better understanding of the law and its purpose and will 
aid its continuing development for better service to all of our people. 


[The End] 


URBETEIT REVIEW DENIED 


The United States Supreme Court has re- 
fused to review the Urbeteit decision, in which 
the Court of Appeals for the Fifth Circuit af- 
firmed a district court condemnation of certain 
alleged diagnostic and therapeutic machines 
where the evidence relied upon was asserted by 
the claimant to have pertained only to the 
diagnostic machines (CCH Food Drug Cosmetic 


Law Reports ¥ 7126). 
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BY DANIEL P. WILLIS AND WILLIAM W. GOODRICH 


19499 EVENTS INCLUDE THE FIRST APPLICATION OF THE 

MILLER AMENDMENT, JUDICIAL REVIEW OF ADMINISTRA- 

TIVE RULE-MAKING, INTERPRETATIONS OF “ADEQUATE 

DIRECTIONS FOR USE” AND CLARIFICATION OF THE RULE 
IN DRUG MISBRANDINGS. 





Vr. IVillis ts Assistant General Counsel, and Mr. Goodrich is 
Principal Attorney, Food and Drug Division, 
Federal Security Agency. 

HIS ANNUAL REVIEW of the judicial decisions under the 
Federal Food, Drug, and Cosmetic Act includes no significant 
Supreme Court decisions. In 1948 we had Sullivan,’ Kordel,? and 
Urbeteit.. 1949 saw no such decisions. Our Supreme Court activity 
was confined to obtaining a clarifying opinion in Urbeteit,* to unsuc 
cessfully attempting to obtain writs of prohibition and mandamus in 
the Mytinger and Casselberry case,® and to opposing petitions for writs 
of certiorari in several important cases decided in favor of the govern- 

ment in the courts of appeals. 
Important progress was made, however, in the application of the 


Miller Amendment,® in proceedings for judicial review of administra 








1 United States v. Sullivan, 332 U. S. 689 
(1948) [CCH Food Drug Cosmetic Law Re- 
ports § 7076). 

2 Kordel v. United States, 335 U. S. 345 
(1948) {CCH Food Drug Cosmetic Law Re- 
ports © 7101] 

3 United States v. Urbeteit, 335 U. S. 355 
(1948) [CCH Food Drug Cosmetic Law Re- 
ports § 7102] 


Enforcement and Judicial Progress 


* United States v, Urbeteit, 336 U. S. 804 
(1949) [CCH Food Drug Cosmetic Law Re- 
ports © 7118]. 

°In the Matter of Federal Security Ad- 
ministrator and the Attorney General, pe- 
titoners, 337 U. S. 902 (1949). 


* United States v. 4 Devices . . . Color- 
Therm, 176 F. (2d) 652 (CA-10; 1949) 
{CCH Food Drug Cosmetic Law Reports 
" 7124] 
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tive rule-making,’ in interpreting the requirement that drug labeling 
shall bear adequate directions for use,’ and in clarifying the role which 
the McAnnulty rule shall have in drug misbrandings.® We suffered a 
serious defeat at the district court level when a three-judge district 
court for the District of Columbia held unconstitutional a portion of 
the multiple seizure provision of the Act."® 


Seizure Procedure 


Misbranding while held for sale.—The first Miller Amendment 
case to reach a court of appeals was United States v. 4 Devices 
Color-Therm."' The devices, either assembled or as component parts, 
were shipped from Kansas to Oklahoma. The details of shipment of 
the machines and parts were not in dispute. 

The manufacturer of the devices previously had been convicted for 
violating the Act.'*? Not wishing to abandon the business, he hit upon 
the scheme of shipping unassembled machines to Oklahoma and of 
having the printed matter that would explain their claimed therapeutic 
effects produced locally in Oklahoma from an original circular that had 
been printed in Kansas. His idea was that if no labeling was shipped 
interstate the machines would not be misbranded. 

Though the charge of the libel was that the devices were mis- 
branded while held for sale after shipment in interstate commerce, the 
district court held that, since the instructions did not move in interstate 
commerce, the government had shown no jurisdiction for the seizure. 
On appeal from the dismissal of the libel, the United States Court of 
Appeals for the Tenth Circuit held that the labeling accompanied the 
machines while they were held for sale after shipment in interstate 





™ Willapoint Oysters Inc. v. Ewing, Ad- * American School of Healing v. Mc- 
ministrator, et al., 174 F. (2d) 676 (CA-9; Annulty, 187 U. S. 94 (1902); Reilly v. 
1949), certiorari denied, 70 S. Ct. 101 [CCH Pinkus, 70 S. Ct. 110 (1949) [CCH Food 
Food Drug Cosmetic Law Reports { 7119}. Drug Cosmetic Law Reports { 7137}. 

8 United States v. Various Quantities... ” Mytinger & Casselberry, Inc. v. Ewing, 

“Instant Alberty Food,” 83 F. Supp. 882 et al., (DC of D. C., 1949) [CCH Food 
(DC of D. C., 1949) [CCH Food Drug Drug Cosmetic Law Reports { 7136]. 
Cosmetic Law Reports { 7112]; United 1 United States v. 4 Devices . . . Color- 
States v. 33 Bottles . .. “Ri-Co Tablets Therm, 176 F. (2d) 652 (CA-10; 1949) 
. . -»’ (DC Cal., 1949) [CCH Food Drug [CCH Food Drug Cosmetic Law Reports, 
Cosmetic Law Reports { 7139]; Colgrove { 7124]. 
v. United States, 176 F. (2d) 614 (CA-9; 12 United States v. Fred Gerky, District 
1949), certiorari denied, 18 L. W. 3207 Court of the United States for the Western 
{CCH Food Drug Cosmetic Law Reports District of Missouri, No. 17033, May 14, 
{| 7127]. 1948, D. D. N. J. 2437. 
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commerce and misbranded them. The court rejected the contention 
that the Act would be unconstitutional if so applied. 

It is interesting that the same result was reached by another dis- 
trict court in Oklahoma on similar facts even before the Miller Amend- 
ment was passed.'* The amendment simplified our job. 


Accompanying labeling.—United States v. Urbetcit has been back 
and forth between the United States Court of Appeals for the Fifth 
Circuit and the Supreme Court for more than two years and is now 
pending in the Supreme Court on petition for certiorari.™* 

The Supreme Court, on November 22, 1948, held that the relation- 
ship of certain leaflets to the devices was such that they constituted 
labeling within the meaning of Section 201(m) of the Act. In revers- 
ing the judgment of the court of appeals, the Supreme Court did not 
disturb the ruling below that the trial court had erred in excluding peti- 
tioner’s proffered testimony relating to the curative value of the 
machines. The court said that since the cause must be remanded to 
the court of appeals, the question of whether the government was entitled 
to a decree of condemnation because of the falsity of the claims made 
in the leaflets in respect of the diagnostic capabilities of the devices 
would be open for consideration there, together with any other ques- 
tion that had survived. 

On the remand, the government filed a motion in the court of 
appeals to affirm the decree of condemnation. The government urged 
that error in excluding the testimony relating to curative properties of 
the devices did not affect its right to a decree of condemnation bottomed 
on the undisputed evidence of misbranding in respect to the falsifica- 
tion of the devices’ value in diagnosing diseases. The court of appeals 
did not consider this contention. Instead, it construed the opinion of 
the Supreme Court as holding merely that the leaflets might “consti- 
tute ‘labeling’, if the movements of advertising and machines in inter- 
state commerce were a single interrelated activity and not separate or 
isolated ones.” That court adhered to its earlier ruling that error had 
been committed in excluding petitioner’s proffered testimony and con- 





13 United States v. Two Articles of Device remanded, 69 S. Ct. 112 (1948); on remand, 
... Labeled “‘Tox Eliminator,’’ (DC Okla., 172 F. (2d) 386 (CA-5: 1949); reversed and 
1949) [CCH Food Drug Cosmetic Law Re- remanded, 336 U. S. 804 (1949); on remand, 
ports § 7113). 176 F. (2d) 438 (CA-5; 1949); petition for 

“4 United States v. Urbeteit, 164 F. (2d) certiorari filed, November 23, 1949, 18 
245 (CCA-5; 1947) [CCH Food Drug Cos- L. W. 3171. 
metic Law Reports {§ 7065], reversed and 
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cluded that the judgment should be reversed and the cause remanded 
to the trial court “for further proceedings in conformity with the opin- 
ion of the Supreme Court and with this opinion.” 

The Supreme Gourt again granted a writ of certiorari and reversed. 
After holding that the court of appeals had misconstrued its opinion, 
the Supreme Court declared in part: 

. we did leave to the court of appeals for consideration a further question— 
whether the evidence as respects the falsity of the representations regarding the 
diagnostic capabilities of the machines was adequate to sustain the condemnation 
even though error in exclusion of the other evidence were conceded. The United 
States is entitled to a hearing on that question. 

On June 1, 1949, the government renewed its motion to affirm in 
the court of appeals. The motion was granted on August 2, 1949, 
Judge Sibley vigorously dissenting on the ground that the Supreme 
Court decision on accompaniment was wrong. 

Urbeteit petitioned for certiorari, urging that the court of appeals 
erred in granting the motion to affirm because the evidence that was 
excluded by the trial court dealt both with diagnosis and cure. He did 
not seek to reopen the accompaniment question. 


Discovery of analytical reports and other facts in seizure cases. 
The Rules of Civil Procedure for the United States district courts pro- 
vide for the liberal use of discovery procedures. Both claimants and 
the government are utilizing these procedural devices in a great num- 
ber of cases. The applicability of the rules in seizure actions has been 
emphasized in the recent decision of the Second Circuit styled United 
States v.5 Cases . . . “Figlia Mia Brand . . . Oil.” ™ 

Most of the rules permit discovery without a preliminary court 
order. But Rule 34 is particularly interesting in that it requires a 
showing of good cause as a condition upon a party’s right to require 
the production of documents. This rule is the one with which we are 
directly concerned when a claimant attempts to obtain a copy of 
analytical data on which the government’s case is grounded. 

Section 304(c) of the Act provides that a copy of the analyses 
shall be furnished a claimant upon order of the court in the case of 
fresh fruits and vegetables. The obvious reason for this provision is 
that such articles deteriorate rapidly and the claimant would be unable 





1% United States v. 5 Cases ... “Figlia 1950) [CCH Food Drug Cosmetic Law Re- 
Mia Brand .. . Oil,’? — F. (2d) — (CA-2; ports § 7144]. 
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to make his own analyses. He would, therefore, have no trouble in 
showing good cause under Rule 34 when fresh fruits and vegetables 
are involved. 


In the case of other seized articles, however, the necessity of fur- 
nishing the claimant with a copy of analyses is less obvious, and it 
has been our policy to oppose such motions. In United States v. 300 
Cases of Black Raspberries, the government’s argument that there was 
no necessity for such disclosure since the claimant could make his own 
tests upon samples supplied to him was rejected, and the court ordered 
the production of the analytical data. In a case arising during the past 
year, however, Judge Hincks of the District of Connecticut ** took 
issue with this holding and stated that he could not “see the necessity 
of a court order to enable a claimant to pierce ‘the dark veil of secrecy 
over pertinent facts’ when without an order he can poke his head 
within the veil and make his own observation of the facts.” By this, 
Judge Hincks meant that claimant could examine the sample and deter- 
mine the facts without the government’s analysis. 


The Court of Appeals for the Second Circuit affirmed,'* holding 
that a showing of good cause was required and that no such showing 
had been made where the claimant had obtained a sample for its 
own use. 

Res judicata.—.\ decision which may have far reaching effect and 
may operate to reduce some of the burden of enforcing the Act was 
rendered by Judge Campbell of the Northern District of Illinois in 
United States v. 17 Cases 
example of the extent to which regulatory action sometimes must be 


of Nue-Ovo.** This case is a good 


taken against the same persons and products before misbranded articles 
are removed from the channels of commerce. Research Laboratories, 
or its product Nue-Ovo, had been involved in at least four previous 
seizure actions. The government had won all of the cases. In the 
instant case, the government moved for summary judgment on the 
basis of estoppel by the previous judgments. In two earlier seizure 


cases Nue-Ovo had been condemned as being misbranded because of 








% United States v. 300 Cases of Black 
Raspberries, 7 F. R. D. 36 (DC Ohio, 
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labeling claims that it was effective in the treatment of arthritis and 
rheumatism. The claimant then merely attached an additional label 
statement that experts differed as to the merits of the product. This 
Was an attempt to take advantage of the McAnnulty rule. In granting 
the government’s motion for summary judgment, the court stated that 
the ingredients of the product under seizure were the same as the 
ingredients of the product involved in the two previous cases, the 
claims made for the products were the same, and the charges made in 
the libel were the same. Claimant’s contention that the new label 
statement regarding conflicting medical opinions as to the effectiveness 
of the drug created a new issue was rejected. The court found that 
the juries in the previous cases had determined that the product was 
ineffective in the treatment of arthritis and rheumatism and must 
necessarily have concluded that there was no room for honest differ- 
ences of opinion as to effectiveness. The court then discussed the rule 
of res judicata laid down in Henderson v. United States Radiator Corp.*° 
and found that the parties and issues in the instant case were the same 
as those adjudicated in the previous cases. Summary judgment was 


granted. 


The case presents many interesting possibilities. If generally fol- 
lowed, it seems to establish conclusively that a judgment of condem- 
nation in one contested seizure case will enable the government to 
move for summary judgment in another seizure case on the ground 
of res judicata when the articles involved in the two cases are the same, 
when the same labeling claims found false and misleading in the first 
case are the basis of the second action, and when the same party 
appears as claimant. Whether the same rule would apply when the 
same party did not appear as claimant, whether some changes in the 
labeling claims would create new issues, or whether an uncontested 
seizure action or a criminal prosecution could operate to estop a claim- 
ant from presenting a defense, are all questions which must still be 
answered. No matter what the limits of the rule, it is bound to have 
a profound effect on the conduct of litigation under the seizure pro- 


visions of the Act. 


Multiple seizure procedures.—-The most interesting and compli- 
cated case arising during the year was an injunction action brought 





2% Henderson v. United States Radiator 
Corp., 78 F. (2d) 674 (CA-10; 1935). 
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against the Federal Security Administrator, the Attorney General and 
others in the District of Columbia by Mytinger and Casselberry, a 
California corporation distributing a vitamin and mineral product 
known as Nutrilite. The action was commenced to enjoin the prosecu- 
tion of multiple seizure actions against the firm’s product under the 
provisions of Section 304(a)(2) of the Act, which gives the Admin- 
istrator power to recommend such actions whenever he determines that 
he “has probable cause to believe, from facts found, without hearing 

that the labeling of the misbranded article . . . would be ina 
material respect misleading to the injury or damage of the purchaser 
or consumer.” 

The original complaint charged arbitrary and capricious action on 
the part of the defendants in instituting multiple seizures of Nutrilite 
without first affording a hearing to the prospective claimant. A 
motion to dismiss was entered on the grounds that the complaint failed 
to state a cause of action in that it made no allegations of fact showing 
arbitrary action, and that the Administrator’s probable cause deter- 
mination was preliminary and discretionary in nature and thus not 
subject to judicial review. The probable cause decision had been made 
by the Commissioner of Food and Drugs under delegated authority 
rather than by the Administrator. The district court questioned the 
delegation and denied the motion without prejudice to give the de- 
fendants a chance to present the matter to the Administrator. The 
Acting Administrator made similar determinations, the motion was 
renewed, and the complaint was dismissed. 

Leave to amend was granted, and the complaint was amended to 
attack the constitutionality of that portion of the Act which allows 
multiple seizures upon the probable cause determination. The chal- 
lenge was based upon the due process clause of the Fifth Amendment. 
A three-judge district court was convened. A motion to dismiss was 
again filed. The specially constituted district court overruled the 
motion, and, in a pre-trial conference advised counsel that it intended 
to try not only the issues of constitutionality and arbitrary conduct, 
but also the merits of the case on the misbranding charge. A petition 
was filed in the Supreme Court for writs of prohibition and for man- 
damus, but the writs were denied, Justice Douglas dissenting.*' 





21 In the Matter of Federal Security Ad- 
ministrator and the Attorney General, peti- 
tioners, 337 U. S. 902 (1949). 
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A trial was held in the district court in October, findings of fact 
and conclusions of law were filed, and a permanent injunction was 
issued restraining the defendants from instituting any new seizure 
actions or proceeding with those which had already been started.” 
The court declared unconstitutional that part of Section 304(a) (2) 
which allows the Administrator to recommend multiple seizures when 
he has probable cause to believe an article is seriously misbranded to 
the injury and damage of the consumer. It also found that the de- 
fendants had acted arbitrarily in instituting multiple seizures without 
first affording the plaintiff a hearing. 


An appeal is being taken to the Supreme Court. It would be 
inappropriate for me to discuss the merits of the case or the points 
made in the appeal papers. I can say that we believe the Act consti- 
tutional and that its provisions have been followed. It is too early to 
predict the full effect of this decision if it is upheld by the Supreme 
Court. If preliminary determinations of this nature are subject to 
de novo review, and if due process hearings must be held before more 
than one lawsuit can be commenced, it is evident that enforcement of 
the Act would be seriously impeded. 


Removal of seizure actions to claimant’s home district.—During 
the first few years of enforcement of the 1938 Act there was much 
litigation over its removal provisions.** The cases seem to have 
settled the proposition that a seizure case could not be removed for 
trial in the claimant’s home district, unless upon stipulation of both 
parties. The plan of the statute was to permit removals to a district 


of reasonable proximity to claimant’s home district. 
In 1948 the Congress revised Title 28 of the United States Code 
and included in the revision a provision that 


For the convenience of parties and witnesses, in the interest of justice, a 
district court may transfer any civil action to any other district or division where it 
might have been brought.** (Italics supplied.) 


This provision has been liberally interpreted by the Supreme Court.*® 





22 Mytinger & Casselberry, Inc. v. Ewing, ... “Dr, Peter’s Kuriko,”’ 55 F. Supp. 458 
et al., (DC of D. C., 1949) [CCH Food (DC Wis., 1944); United States v. 29 Bot- 
Drug Cosmetic Law Reports { 7136]. tles . . . Ocean-Lax, 44 F. Supp. 317 (DC 

*3 United States v. 26 Dozen Bottles... Pa., 1942). 

Cevigards, 60 F. Supp. 626 (DC Mich., 28 U. S. C. 1404(a). 
1945); United States v. 600 Units Contain- * Ex Parte Collett, 337 U. S. 55 (1949); 


ing “‘Nue-Ovo,”’ 60 F. Supp. 144 (DC Mow United States v. National City Lines, 337 
1945); United States v. Six Dozen Bottles U. S. 78 (1949). 
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It has been argued that this section authorizes the removal of 
seizure actions to any district convenient to the claimant, which usually 
is his home district. The District Court for the Northern District of 
Ohio was the first to pass on the question.** Judge Jones held that 
since the seizure action could have been brought only where the drug 
was found, there was no basis for transfer of the cause to a district 
in which the seizure was not accomplished. He pointed out that sub- 
section (b) of the new section applies to im rem actions, permitting 
transfer only between divisions within districts, thus indicating that 
such actions were not intended to be transferable under the provision 


which we have quoted. 


Drug Misbranding 

False and misleading representations.—Colusa Remedy Company v. 
United States," decided during the past year, was an appeal from the 
decision condemning shipments of Colusa Natural Oil and Colusa 
Natural Oil capsules. That case was a sequel to an injunction pro- 
ceeding which had the effect of requiring the company to provide 
adequate directions for use in the labeling of the drugs.** To comply 
with the injunction, the company included in its labeling representa 
tions that the drugs were “intended for use in treatment of Psoriasis, 
Eczema, Athlete’s Foot and Leg Ulcers.” The claimant contended that 
this labeling did not represent the articles as a cure, but merely meant 
that they would alleviate the pain and discomfort accompanying those 
conditions. It was further argued, and an attempt was made to prove, 
that the articles were effective in treating some types of the named 


conditions. 


The case was tried without a jury. The government produced 
seven well qualified experts who testified concerning the composition 
of the articles and their efficacy, both from a theoretical viewpoint and 
in the clinical treatment of patients. The claimant presented 30 wit 
nesses, 14 of whom were lay witnesses and satisfied users of the 
product, while 14 of the remainder were doctors who testified by 


deposition. One doctor of medicine appeared personally at the trial 





*% United States v. 25 Gross Jars ... tiorari denied, 18 L. W. 3207 [CCH Food 
Enca Cream, (DC Ohio, 1949) [CCH Food Drug Cosmetic Law Reports { 7125] 
Drug Cosmetic Law Reports § 7135]. * United States v. Colgrove, 83 F. Supp 


7 Colusa Remedy Company v. United 880 (DC Calif., 1947) [CCH Food Drug 
States, 176 F. (2d) 554 (CA-8: 1949), cer- Cosmetic Law Reports {% 7046). 
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for claimant and one chemist testified regarding the physical properties 
of Colusa Oil. 


The trial court found that the labels did represent that Colusa 
Natural Oil would be effective in curing and alleviating the disease 
conditions, and that the label was false and misleading since the oil 
would not, in fact, effect a cure. 


The main point argued on appeal was that the trial court erred in 
attempting to resolve differences of medical opinion between medical 
practitioners. The appellate court stated that the record in this case 
did not present a conflict in medical opinion that was beyond the trial 
court’s power to resolve. The question of whether a drug is effective 
in curing or giving relief from the disease for which it is recommended 
was looked upon as a demonstrable fact, and the proof offered by the 
government was calculated to prove that fact. As stated by the court: 

Upon this question the witnesses for the government made tests of the 
remedies, analyzed the product, and in some cases administered it to their patients. 
Their testimony was based upon such scientific knowledge so acquired. The question 
was, therefore, one of fact for the trial court to decide in the first instance. 

The McAnnulty rule.—This opinion is, we believe, in accord with 
the Supreme Court’s decision in Reilly v. Pinkus *® decided in November, 
1949. The Supreme Court affirmed a court of appeals decision setting 
aside a postal fraud order involving a product known as Kelp-I-Dine, 
recommended for use in the treatment of obesity. The order was set 
aside for failure of the Postmaster General to accord adequate oppor- 
tunity for cross-examination. 


However, the court clarified to some extent the rule that it had 
etablished almost a half century ago in American School of Magnetic 
Healing v. McAnnulty.*° In reliance upon that decision, the courts 
below had held that medical opinion testimony which is at all conflict- 
ing with other medical opinion testimony would not support a fraud 
order. The Supreme Court stated that McAnnulty did not go so far 
as to hold that the testimony of an experienced medical expert “can 
never rise above a mere ‘opinion’ unless the expert has made actual 
tests of the drug to determine its effects in relation to the particular 
representations alleged to be false.” The court limited the McAnnulty 





*” Reilly v. Pinkus, 70 S. Ct. 110 (1949) ” American School of Magnetic Healing 
[CCH Food Drug Cosmetic Law Reports v. McAnnulty, 187 U. S. 94 (1902). 
1 7137). 
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decision to establishing a “wholesome limitation upon findings of fraud 
under the mail statutes when the charges concern medical practices in 
fields where knowledge has not yet been crystallized in the crucible of 
experience.” This opinion limits to relatively unexplored fields the rule 
that a fact determination as to the truth of medical claims can not be 
made when there is a conflict in medical opinion. As we understand 
the decision, the so-called difference of medical opinion doctrine has 
no applicability in non-fraud cases brought under the Federal Food, 
Drug, and Cosmetic Act. 


Failure to bear adequate directions for use.—Mr. Kleinfeld’s 
paper *' is devoted to this subject, so we shall only note the significant 
decisions of the past year. Judge Moore’s opinion in United States v. 
Instant Alberty Food * is the best on the point. Our contention that 
the labeling of drugs is required to bear indications for use consistent 
with the advertising matter employed also was sustained in United 
States v. 33 Bottles . . . Ri-Co,®* and in Colgrove v. United States.** 


Drug Adulteration 

Validity of Pharmacopoeia standards.—The Bristol Laboratories 
injunction case, which arose from an alleged failure of the firm’s 
parenteral drugs to meet the clarity of solutions standards of the official 
compendia, was lost by the government because of insufficiency of 
evidence. The case is interesting, nevertheless, because it involved 
constitutional challenges to the compendia standards in general and to 
the particular standards involved in the case. The standards provided 
that parenteral solutions shall be “substantially free of any turbidity 


or undissolved material.” 


Two constitutional points were made. Bristol contended (1) that 
there was an unlawful delegation of legislative authority to the revision 
committees of the compendia, and (2) that the particular standards 
were void for indefiniteness. Neither contention was passed on because 





%| Kleinfeld, Vincent A., ‘Applicability 8 United States v. 33 Bottles ... “Ri-Co 
of the Federal Food, Drug, and Cosmetic Tablets .. .,”’ (DC Cal., 1949) [CCH Food 
Act to Drug Advertising,"’ 5 Food Drug Drug Cosmetic Law Reports { 7139}. 
Cosmetic Law Journal (1950) 45. *% Colgrove v. United States, 176 F. (2d) 

3 United States v. Various Quantities... 614 (CA-9; 1949), certiorari denied, 18 
“Instant Alberty Food,’’ 83 F. Supp. 882 L. W. 3207 [CCH Food Drug Cosmetic Law 
(DC of D. C., 1949) [CCH Food Drug Cos- Reports % 7127}. 
metic Law Reports { 7112]. 
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the court found that the standards were uncertain in actual use, and, 
thus, that the government had failed to prove its case. 


This case involved the first serious challenge in many years to the 
compendia standards. We are convinced that there is no delegation of 
legislative authority ; that when a person chooses to produce an article 
recognized in the United States Pharmacopoeia he is bound by the stand- 
ards there prescribed; and that the wording of the clarity standards 
was clear enough though in their application uncertainty did exist. 
Since the decision in this case, the clarity of solutions standards have 
been abandoned by the Revision Committee of the United States Phar- 


maco poeia. 
Food Adulteration 


Otherwise unfit for food.—A seizure action brought in Portland, 
Maine against two shipments of canned herring roe produced an inter- 
esting opinion regarding the meaning of the words “otherwise unfit for 
food” as used in Section 402(a) (3) of the Act.*> The claimant made a 
motion to dismiss the libel on the ground that it failed to state a cause 
of action when it alleged that a shipment of fish roe was “unfit for 
food by reason of its tough, rubbery consistency.” 


Most of the past litigation has been concerned with the relation- 
ship of these words to the rest of the section in which they appear. 
Numerous cases are reported which hold that the presence of any filthy, 
putrid or decomposed substance renders a food adulterated under the 
Act, and that no independent proof of unfitness for food need be made 
before an article will be condemned. Many of these cases, however, 
have tacitly given recognition to the conception that a food must be 
deleterious or harmful before it is condemned as being unfit for food. 


The instant case is the first to hold implicitly that an article may 
be “unfit for food” by reason of some abnormal condition which may 
render it distasteful to the average person but which does not render 
it harmful. 


The court stated that its opinion was “that a food product may 
conceivably be ‘unfit for food’ by reason of an excessively tough or 
rubbery consistency and that a product which is unfit for food for this 





% United States v. 24 Cases, and 181 
Cases of Herring Roe (DC Me., 1949) [CCH 
Food Drug Cosmetic Law Reports { 7140]. 
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reason, as for any other, properly falls within the construction of the 
statute and the policy of the Congress, that such products should be 
condemned for the protection of the consumer.” The court further 
stated that in order to determine whether an article is subject to con- 
demnation as unfit for food because of its tough, rubbery consistency 
“the product must be proved to be so tough and rubbery that the 
average, normal person, under ordinary conditions, would not chew 
and swallow it.” 


The test, therefore, is stated to be the taste of an average, normal 
person. The judge rejected as a standard the taste of either “a fussy, 
fastidious, finicky individual” or of “the case hardened individual.” 
This construction of the Act will permit the condemnation of articles 
of food which, because of some abnormal condition, would be aestheti- 
cally objectionable to the ordinary purchaser. It provides a workable 
standard for proving to the trier of the facts that an atypical product 


should be condemned. 


Food Standards 


Judicial review of administrative order.—In April, the United 
States Court of Appeals for the Ninth Circuit delivered a very signifi- 
cant opinion in a case styled Willapoint Oysters, Inc. v. Ewing.** The 
opinion deals with almost every phase of administrative law and pro- 
cedure, but its great importance arises because it dealt with the inter- 
relation of the Administrative Procedure Act * and the Federal Food, 
Drug, and Cosmetic Act. 

Petitioner made a multi-pronged attack upon orders issued to 
establish standards of identity and fill of container for canned oysters.** 
A 1944 standard of fill of container, which applied to canners in the 
Gulf area but which did not apply to West Coast packers, required that 
the drained weight of oysters in the No. 1 EO can (the can in principal 
use) should be at least 7% ounces. West Coast packers did not can 


oysters during the war period but resumed canning in the spring of 





3% Willapoint Oysters, Inc. v. Ewing, 174 % Willapoint Oysters, Inc. v. Ewing, 174 
F. (2d) 676 (CA-9; 1949), certiorari denied, F. (2d) 676, 681, 684, 687 (CA-9; 1949) 
70 S. Ct. 101 [CCH Food Drug Cosmetic [CCH Food Drug Cosmetic Law Reports 
Law Reports { 7119}. { 7119). 

* Act of Congress, June 11, 1946, as 
amended: 60 Stat. 237, Chap. 324; 5 
U. S. C. 1001, et seq. 
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1946. They used a 5% ounce drained weight fill. Competition devel- 
oped in which the canners meeting the lighter fill had a great advantage. 


After public proceedings conducted in accord with the statutory 
methods, the Federal Security Administrator established a new stand- 
ard of fill which required a 6% ounce drained weight for all canners. 
Willapoint petitioned for review, asking first that the proceedings be 
remanded for the reception of evidence as to an alleged new method 
of preparing oysters for canning. Over the Administrator’s objection, 
the court of appeals ordered the remand and issued a stay of enforce- 
ment. A new hearing was held, and a supplemental order was issued 
by the Acting Administrator. This order made no change in the 
6% ounce fill requirement. The review proceedings went forward. 


Numerous questions were presented for decision by the court, but 
the most important were whether hearings preliminary to the issuance 
of food standards involve administrative rule-making, or whether they 
are sometimes adjudicatory in nature. Willapoint argued that the 
hearings were highly controversial, that they presented sharply con- 
tested issues of fact, and so were adjudicatory. The case argued, 
therefore, that Section 5(c) of the Administrative Procedure Act * 
relating to the separation of functions had been violated by participa- 
tion of government counsel and one of the witnesses in the preparation 
of findings. Willapoint argued also that it had been denied procedural 
due process by this participation and by reason of the Acting Admin- 
istrator’s order on the remand which was made without his reading 
all of the record on which the Administrator acted initially. The due 
process contentions were based upon the Morgan decisions.*° 


After discussing the nature of the orders, the court concluded that 
the primary purpose of food standards hearings is to formulate orders 
directed at “situations” rather than at particular persons. As such, 
the orders are general in nature and have future effect. They come, 
therefore, within the definition of “rule-making” rather than “adjudi- 
cation,” and the particular procedural provisions of the Administrative 
Procedure Act relating to adjudication do not apply. 





#5 U.S. C. 1004(c). 1 (1938); United States v. Morgan, 307 
# Morgan v. United States, 298 U. S. 468 U. S. 183 (1939); United States v. Morgan, 
(1936); Morgan v. United States, 304 U. S. 313 U. S. 409 (1941). 
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The court held also that procedural due process is not required 
in the promulgation of regulations, since the Constitution requires no 
hearing at all in quasi-legislative proceedings. Judge Bone pointed 
out that there was no impropriety in the Administrator’s placing 
reliance upon subordinates, and that the record showed that Acting 
Administrator Kingsley gave adequate consideration to the record 
on the remand. 


Other points involved in the Willapoint decision which are of vital 
interest to the conduct of hearings include the discussion of the suffi- 
ciency of the notice, the type of evidence which may be admitted and 
relied upon in reaching a decision, the effect of administrative action 
under the Food and Drugs Act of 1906, and the scope of judicial review. 
In deciding that the notice issued in this case was sufficient, that the 
admissibility of hearsay is not error, and that the decision of the 
Administrator is final if supported by substantial evidence, the court 
covered thoroughly the procedure followed in the conduct of the hear- 
ings and held that the Administrative Procedure Act did not broaden 
the scope of judicial review. Its decision on all of these points vindi- 
cated the practices followed by the agency in formulating orders in 
food standard hearings. 


The actual decision of the court was that the order of the Admin- 
istrator setting the standard of fill of container for all species of oysters 
at not less than 59 per cent of the water capacity of the can was a 
“reasonable” standard supported by substantial evidence of record, but 
that the standard of identity requiring Western canners of a species 
of oysters known as “ostrea gigas” to use the name “Pacific Oysters” 
for their product, while the Eastern and Southern packers of “ostrea 
virginica” were allowed to use the generic term “Oysters,” was unrea- 
sonable. While there is support in the record for the standard of 
identity that was established, we did not feel that this point was suffi- 
ciently important to cause the agency to ask for certiorari. 


Stay of enforcement pending review.—Two other controversial 
matters which were raised preliminarily and which were disposed of in 
the course of litigation are worthy of note. One of the most disturbing 
features of the whole litigation was the granting of Willapoint’s mo- 
tions for stays. By orders of the court, the operation of the standards 
promulgated by the Administrator was postponed as regards Willa- 
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point Oysters, Inc., from June 8, 1948, when the court ordered the 
Administrator to hold additional hearings, until October 24, 1949, when 
the Supreme Court denied certiorari. The stays were granted by the 
court without any showing by the petitioner that the Administrator’s 
action in promulgating the regulations was unlawful, and without any 
showing that the standards themselves were unreasonable. A stay was 
granted even after the court had found that the procedure followed was 
adequate and that the standard of fill promulgated was reasonable and 
designed to promote honesty and fair dealing in the interest of consumers. 


The effect of these stays was to give a tremendous competitive 
advantage to Willapoint for an entire canning season during the 
pendency of the action. Since the Administrator did not believe it 
would be to the interests of consumers or the oyster industry as a 
whole voluntarily to suspend the operation of his orders so as to allow 
all of the West Coast packers to put up a five ounce pack, he advised 
the West Coast packers that the standards would be enforced as to all 
other packers. As a result, Willapoint was the only company on the 
West Coast able to market a five ounce pack. The rest of the canners, 
unable to compete, refrained from packing at all. The Administrator 
opposed all of the motions to stay the enforcement of the standards, 
and at one time made a motion to vacate the stay on the ground that 
it was operating inequitably on the other West Coast packers. How- 
ever, the court at no time acceded to his request, and the motion to 
vacate had to be withdrawn when one of the West Coast packers who 
had signed an affidavit pointing out the competitive advantages accru- 
ing to Willapoint later signed a counter-affidavit agreeing with Willa- 
point’s contention that it was impossible to operate on the basis of a 


6% ounce pack. 


The inequality in the positions of the packers was behind an attempt 
by Union Fisherman’s Cooperative Packing Company to intervene in 
the action while it was pending before the court of appeals. Union 
Fisherman’s sole reason for attempting to intervene was to have the 
stay order interpreted as extending to all parties similarly situated, 
that is, to all West Coast packers. 

The motion was opposed on the grounds that the statutory period 


of ninety days allowed for an attack on an order of the Administrator 
had expired, and that this petitioner should not be allowed to extend 
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the statutory period by the device of intervention in a proceeding 
brought within the statutory period. It was further urged in opposi- 
tion to the motion that the action was not, as contended by Willapoint, 
a “class action,” but was an action commenced under authority of 
Section 701(f) of the Act which created individual rights to persons 
adversely affected by orders of the Administrator. Finally, it was 
argued that the court did not have the power to extend the stay to the 
entire industry since the court was a Constitutional court empowered 
’ and not empowered to operate as a 


’ 


to hear “cases and controversies, 
supervisor of administrative action except by determining the rights of 
parties actually before the court. 


The motion to intervene was denied without an opinion, so that 
the basis of the decision to deny the motion cannot be known with 
certainty. The court indicated during oral argument that it meant the 
stays to apply to Willapoint alone and, while not deciding the question, 
the court appeared interested in whether it actually had jurisdiction to 
extend the stay to the entire industry. 

Although there is no doubt that the court had jurisdiction to order 
the Administrator to refrain from enforcing the standards so far as 
Willapoint was concerned, by virtue of the review provisions in Sec- 
tion 701(f) of the Federal Food, Drug, and Cosmetic Act, and Section 
10(d) of the Administrative Procedure Act, it is extremely doubtful 
whether the court would have been within its rights in extending the 
stay to the entire West Coast segment of the industry. Moreover, 
despite its undoubted power to issue the stays which it did issue, the 
wisdom of the decision to allow Willapoint to continue normal opera- 
tions with a five ounce pack while the rest of the canners were placed 
in an inequitable competitive position is open to serious question. The 
practice of automatically postponing the effectiveness of a lawfully 
promulgated standard of general applicability before any determination 
is made concerning its validity offends the well;established principle 
that there is a presumption of regularity attending the official actions 
of administrative agencies. Before the effectiveness of such action is 
suspended even temporarily, the one attacking the action as invalid 
should be required to overcome this presumption. Such a burden was 
not placed on Willapoint before stays were granted in this case; and, 
in fact, an extension of the stay order was granted even after the court 
had been convinced of the validity of the standard of fill. 
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Imitation foods.—Another case involving food standards which 
has not, as yet, been terminated in a manner so agreeable to the gov- 
ernment as the Willapoint case, is a seizure action involving 62 cases of 
imitation jam. The jam was being sold in containers bearing a label 
stating that the product was an imitation. While the statement “Imi- 
tation” appeared on the jars, the jam was sold to restaurants and dis- 
tributed to customers who were unaware that it was an imitation. 
Thus it purported to be food for which a standard of identity had been 
prescribed. Since definitions and standards of identity had been 
promulgated for jams, the government proceeded against the 62 cases 
on the theory that they were misbranded under Section 403(g). The 
claimant, on the other hand, contended that Section 403(c) permitted 
the shipment of imitations if the label clearly stated that the article was 
an imitation. The district court agreed with the claimant and entered 
an order dismissing the libel. This ruling is being appealed. 


If it is possible to avoid the standards by making a label declara- 
tion that the product is an imitation, then the effectiveness of standards 
is extremely questionable. If any distributor is dissatisfied with the 
regulations, he will be able to circumvent them merely by labeling his 
product as an imitation. Truthful labeling does not insulate violative 
shipments from the charge of misbranding. We do not believe that 
there is magic in the word “imitation.” This case will be watched with 
interest in the appellate court. 


Conclusion 


Hard battles are ahead in the judicial progress under this public 
law. The present year will bring an important Supreme Court decision 
on the constitutional validity of the multiple seizure provisions of the 
Act. We face those battles with confidence that the judiciary will lend 
its assistance toward the ultimate goal: the more effective protection 
of the consuming population. [The End] 


———? 
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APPLICABILITY 
OF THE FEDERAL FOOD, DRUG, AND COSMETIC ACT 


DRUG ADVERTISING 


By VINCENT A. KLEINFELD 


THE FOOD, DRUG, AND COSMETIC ACT HAS GAINED 
TWO FACETS OF CONTROL OVER DRUG ADVERTIS- 
ING: THE CONSTRUCTION OF “LABELING” TO 
INCLUDE ADVERTISING LITERATURE AND THE 
CONSTRUCTION OF “ADEQUATE DIRECTIONS.” 





N THE ENACTMENT of regulatory legislation such as the Federal 
I Food, Drug, and Cosmetic Act, conflicting interests are inevitably en- 

countered. There is a group in the industry affected by the proposed 
legislation which does not strive to retain an unfair competitive advan- 
tage over others in the trade or deal otherwise than openly and candidly 
with the public, but which is alarmed at possible abuses of power by 
the bureaucrats. There are others in the industry who desire legisla- 
tion which will weed out the marginal operators and thus help, to some 
extent, in restricting competition, but who wish little or no control to 
be exercised over the so-called solid and substantial major operators 
in the field. And, of course, there is always the laissez-faire Neander- 
thal group which is violently hostile to any regulation which affects it. 
There are consumer groups and forward-minded legislators and publishers 
of periodicals who believe that, in a complicated economy such as ours, 
regulatory legislation is an essential evil, but attempt to limit its scope 
as much as possible, and there is a minority which would cast an 
industry into a morass of regulatory supervision. These diverse 





The author is Head of the General Regulations Unit, Criminal Division, 
Department of Justice. The views expressed in this article are not 
intended to represent the official position of the Department of Justice. 
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interests are invariably with us when remedial social legislation, such 
as that involved in the control of the sale of food, drugs, and cosmetics, 


is proposed. 


Legislative Compromises 

The legislative history of the Federal Food, Drug, and Cosmetic 
Act reveals that during the five years of inter-agency and legislative 
strife which finally culminated in the passage of the statute, a number 
of compromises were necessarily arrived at in order that some law 
could be enacted.'’ One of the most controversial and bitterly contested 
features of most of the bills which were introduced was the vesting 
of jurisdiction over advertising, as well as labeling, in the Food and 
Drug Administration, rather than in the Federal Trade Commission.’ 
The conflict was finally settled by the passage of the Wheeler-Lea Act 
(52 Stat. 111), which provided in part that the dissemination of false 
advertising with respect to food, drugs, devices, and cosmetics consti- 
tuted an unfair or deceptive act in commerce under the Federal Trade 
Commission Act. The passage of the Wheeler-Lea Act, and the ulti- 
mate enactment of the Federal Food, Drug, and Cosmetic Act, appeared 
to the unskilled eye to resolve the problem of jurisdiction with some 
certainty by vesting in the Federal Trade Commission the function of 
controlling advertising, and vesting in the Food and Drug Administra- 
tion the function of regulating labeling. The years which have elapsed 
since the passage of these statutes, however, have revealed that there 
has been an interesting Procrustean approach to the problem whereby, 
directly or indirectly, the Federal Trade Commission has exercised 
jurisdiction over labels,* and the Food and Drug Administration has 
exercised jurisdiction over items which would traditionally have been 


designated as advertising. 





1 See Cavers, ‘“‘The Food, Drug, and Cos- mittee of the Committee on Interstate and 
metic Act of 1938: Its Legislative History Foreign Commerce, House of Representa- 
and Its Substantive Provisions,’’ VI Law tives, Seventy-fourth Congress, First Ses- 
and Contemporary Problems 2; Kleinfeld, sion on H. R. 6906, H. R. 8805, H. R. 8941, 
‘‘Legislative History of the Federal Food, and S. 5, pp. 631-652: 79 Congressional 
Drug, and Cosmetic Act,’ 1 Food Drug Record 4911-4919 (1935): 80 Congressional 
Cosmetic Law Quarterly (1946) 532. Record 10679 (1936). 

2See, for example, Hearings Before the ‘See, for example, Miles Laboratories, 
Committee on Commerce, United States Inc. v. Federal Trade Commission, 140 F. 
Senate, Seventy-third Congress, Second Ses- (2d) 683 (App. D. C.), certiorari denied, 
sion on S. 2800, pp. 231-239; Hearings Be- 322 U. S. 752: Charles of the Ritz Dis- 
fore a Subcommittee of the Committee on tributors Corporation wv. Federal Trade 
Commerce, United States Senate, Seventy- Commission, 143 F. (2d) 676 (CA-2), Houbi- 
fourth Congress, First Session on S. 5, pp gant, Inc. v. Federal Trade Commission, 
7-29, 109-115; Hearing Before a Subcom- 139 F. (2d) 1019 (CA-2). 
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Construction of ‘‘Labeling”’ 

There are in reality two facets to the exercising of control under 
the Federal Food, Drug, and Cosmetic Act over what would ordinarily 
be denominated advertising. The first arises out of the construction 
which the courts have placed upon the term “labeling” as used in Sec- 
tion 201(m) of the Act.* In the Kordel*® and Urbeteit® decisions, the 
Supreme Court sustained the manner in which the word had been 
interpreted by the Food and Drug Administration.’ In the Kordel 
case, for example, the false and misleading statements of which the 
government complained had been contained in circulars or pamphlets 
distributed apart from the drugs. Some of the literature had been dis- 
played in stores in which the products were on sale; some had been 
given away with the sale of the products; some had been sold inde- 
pendently; and some had been mailed to customers by the sellers. 
Notwithstanding that the literature had been shipped separately from 
the drugs with which it was associated, and regardless of the fact that 
the lapse of time between the shipments of the drug and literature was 
in at least one instance approximately a year and a half, the Supreme 
Court held that the literature, a typical advertising medium, consti- 
tuted labeling which had accompanied the drugs in interstate commerce. 

The Court was obviously impelled, in sustaining Kordel’s con- 
viction, as it has been motivated in other food and drug cases, by the 
remedial purposes of the Act. Notwithstanding that the case involved 
a criminal prosecution, and that the detailed legislative history of the 
Act was remarkably silent with regard to the scope of Section 201(m), 
the majority of the Court appeared to encounter little difficulty in 
construing the section as urged by the government. The basic rationale 
for the Court’s holding was stated quite clearly in its opinion: the 
belief that a contrary result would create “an obviously wide loophole.” 

With respect to the contention that the Federal Trade Commission 
had been given specific jurisdiction over advertising, the Court adverted 
to the fact that in the evolution of the Federal Food, Drug, and Cos- 
metic Act the ban on false advertising had been climinated and its 
control transferred to the Federal Trade Commission. The Court 
declared, nevertheless, that it had searched the legislative history in 





#21 U.S. C. 321 (m). ®* United States v. Urbeteit, 335 U. S. 355 
5 Kordel v. United States, 335 U. S. 345 (1948) [CCH Food Drug Cosmetic Law Re- 
(1948) [CCH Food Drug Cosmetic Law Re- ports © 7102] 
ports { 7101). : 7 See 21 CFR 1.2 (1949 ed.). 
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vain to find any indication that Congress had intended to eliminate 
from the Act advertising which performs the function of labeling. 


There is no doubt, therefore, that where drugs and advertising 
material have a common origin and a common destination, where the 
literature is designed for use in the sale of the drugs, explains their 
use, and is an essential supplement to the label attached to the package, 
the products and the literature are interdependent and accompany each 
other in interstate commerce. It is now settled law, consequently, that 
this type of advertising matter is encompassed by the Federal Food, 
Drug, and Cosmetic Act. 


Labeling Bearing Adequate Directions for Use 

The second facet of the exercising by the Food and Drug Admin- 
istration of jurisdiction, indirect though it may be, over advertising is 
the manner in which that agency and a number of the courts have 
interpreted Section 502(f)(1) of the Act. The subsection is remark- 
ably terse; it declares merely that a drug or device shall be deemed 
to be misbranded unless its labeling bears adequate directions for use, 
although a proviso is added to the effect that where any requirement 
as to such directions, as applied to a drug or device, is not necessary for 
the protection of the public health, the Federal Security Administrator 
shall promulgate regulations exempting such drug or device from such 
requirement. The legislative history of the act contains no direct 
guidance as to the congressional design with regard to the scope of the 
section in connection with claims made or diseases referred to in the 
advertising of drug products. It was the view of the Food and Drug 
Administration, however, when the statute was passed in 1938, that 
the requirement that the labeling of a drug bear adequate directions 
for use necessarily meant that the labeling must reveal the ailments 
or conditions for which the drug is to be used, and that the directions 
must refer to such conditions or ailments no matter where the repre- 
sentations with respect to them are contained. 

In December of 1938, the Secretary of Agriculture promulgated a 
regulation,® quite similar to the regulation now in existence,’® which 
provided that directions for use under Section 502(f)(1) might be 





® 21 U. S. C. 352 (f) (1). Act, Judicial and Administrative Record, 
*23 Federal Register 3161 et seq. See 1938-1949,’’ p. 745. 
TC-424, December 20, 1944, Kleinfeld and ” 21 CFR 1.106 (1949 ed.). 


Dunn, “‘Federal Food, Drug, and Cosmetic 
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inadequate by reason of the omission of directions for use in all condi- 
tions for which the drug or device was prescribed, recommended, or 
suggested in its labeling, “or in its advertising disseminated or spon- 
sored by or on behalf of its manufacturer or packer, or in such other 
conditions, if any there be, for which such drug or device is commonly 
and effectively used.” The very fact that for almost ten years this has 
been the interpretation placed upon the section by the Food and Drug 
Administration will have, and has had, a somewhat persuasive effect 
upon the courts. For a long-standing interpretation of a statute by 
the agency charged with its enforcement is entitled to great weight." 

A fundamental difference between the predecessor Food and Drugs 
Act of 1906 and the Federal Food, Drug, and Cosmetic Act is the gen- 
eral requirement in the latter statute that the public not only be pro- 
tected against misinformation but also be affirmatively informed; that 
the labeling of a drug furnish the purchaser with such information that 
he may consume the product intelligently.* In line with this, it is 
clear that the design of Section 502 of the Act, as a whole, is “to make 
self-medication safer and more effective, and to require that drugs 
moving in interstate commerce be properly labeled so that their use 
as prescribed may not be dangerous to the health of the user.” ** It is 
equally apparent that the purpose of labeling is not only to convey 
essential information to the ultimate consumer but also to establish 
the product’s compliance or non-compliance with the statute when 
shipped in interstate commerce."* But it cannot be determined whether 
directions for use are adequate, as required by the act, unless the pur- 
poses for which the drug is to be consumed are set forth. Likewise, 
if the labeling merely states dosages without revealing the conditions 
and ailments to which they refer, it is impossible to ascertain whether 


the product complies with Section 502(j),*° which provides that a 


drug is misbranded if it is dangerous to health when used in the 





1 United States v. Shreveport Grain and 1 See House of Representatives Report 
Elevator Company, 287 U. S. 77, 84; United No. 2139, Seventy-fifth Congress, Third Ses- 
States v. American Trucking Association, sion, p. 8; Section 201 (n) of the Act, 21 
310 U. S. 534, 549; United States v. Jack- U. S. C. 321 (n). 
son, 280 U. S. 183, 193. Compare, however, % United States v. 62 Packages of Mar- 
United States v. Phelps Dodge Mercantile mola Prescription Tablets, 48 F. Supp. 878 
Company, 157 F. (2d) 453 (CA-9), certi- (DC Wis., 1943), affirmed 142 F. (2d) 107 
orari denied, 330 U. S. 818 [CCH Food (CA-7; 1944), certiorari denied, 323 U. S. 
Drug Cosmetic Law Reports { 7023). 731. 

™ McDermott v. Wisconsin, 228 U. S. 115. 
321 U. S. C. 352 (j) 


Applicability to Drug Advertising Page 49 








dosage, or with the frequency or duration prescribed, recommended, 
or suggested in its labeling. 

Once these assumptions are accepted, as the writer thinks they 
must be, it would seem to be a sequitur that the labeling of a drug 
which a consumer purchases over the counter must state the ailments 
for which the product is to be used and directions for its use in such 
ailments, no matter where the drug is held out for such use. If the 
manufacturer or distributor of a drug product, in newspaper or radio 
advertising, for example, recommends his product for use in the treat- 
ment or cure of various diseases, it appears to follow that the labeling 
must contain directions which are aimed at the use of the drug in the 
treatment or cure of such diseases. 


In other words, when a consumer uses a drug for purposes of 
self-medication, he may be harmed not only by false or misleading 
statements in its labeling with respect to its therapeutic efficacy, but 
also by a marketing scheme whereby the drug is distributed with 
labeling which on its surface has no objectionable features and makes 
no therapeutic claims, while the manufacturer or distributor, in adver- 
tising the product in newspapers, or on the air, makes false and mis- 
leading therapeutic claims for the product in the cure or treatment of 
designated ailments. Certainly it is true that in such a situation, if 
the purchaser is not aware of the claims made by means of the adver- 
tising media he has no method of knowing the conditions or ailments 
for which the drug is to be used. And if he is cognizant of the claims 
made in the advertising material, he is thereby induced to purchase 
the drug and to use it on himself in ailments or conditions which it 
will not aid. 

There are several provisions of the Act which call for inquiry, with 
respect to their scope and coverage, beyond the labeling of the product. 
Note, in this connection, Sections 201(n), 301(1), 403(b), (g), and (j), 
and 502(i)(3).%° Even under the predecessor Food and Drugs Act 
of 1906, the Supreme Court *™* sustained a conviction of a defendant 
for having transported a food product offered for sale under the dis- 
tinctive name of another article, based upon oral representations made 
by the defendant’s salesman as to the nature of the product. 





1% 21 U. S. C. 321 (n), 331 (1), 343 (b), % Weeks v. United States, 245 U. S. 618 
(gz), and (j), and 352 (i) (3). (1918). 
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Alberty Case 


It is not being glib, in view of the scope of the decisions of the 
Supreme Court under the act, to say that Section 502(f)(1) must be 
construed in the light of the fundamental design of the act to protect 
the public.** Considering this remedial purpose, if there are two pos- 
sible constructions of the section, one which will extend greater pro- 
tection to the public and one which will not, it would seem reasonable 
to adopt that construction which will foster the real protection which 
the statute is designed to convey. The rationale utilized by the courts 
which have considered the problem, and which, the writer urges, can- 
not be criticized with real reason, was set forth with clarity in the 


, 


leading case on the subject, the Alberty case,’* as follows: 

The words “adequate directions for use,” necessarily relate to some purpose 
which is to be served by the use, and that purpose must be consistent with the 
intent of the Act as a whole to protect the public health. For what purpose are 
drugs used? Obviously, as a remedy for some ailment of the body. It seems 
equally obvious that no drug can be said to contain in its labeling adequate direc- 
tions for its use, unless every ailment of the body for which it is, through any 
means, held out to the public as an efficacious remedy to be listed in the labeling, 
together with instructions to the user concerning the quantity and frequency of 
dosage recommended for each particular ailment 


Kordel Case 


The district court was clearly motivated in the Alberty case, as 
the Supreme Court was in the Kordel case in connection with the 
“accompaniment” problem, by the fact that a contrary construction of 
Section 502(f)(1) would provide the manufacturer or distributor with 
a convenient loophole through which he could evade the statute’s 
requirements. The court pointed out that 

He need only include in the labeling either dosage directions alone, or with 
the additions of one or more bodily diseases or ailments for which he claims the 
drug is efficacious, and by a contemporaneous advertising campaign lead the public to 


believe that the drug is a remedy for a multitude of ailments. In such cases 
there is no section of the Act which protects the public against the resulting harm. 


It is reasonable, therefore, to maintain that if the protection to 
which the consumer is entitled in connection with the sale of food, 








1% See United States v. Dotterweich, 320 (DC of D. C.; 1949) [CCH Food Drug 
U. S. 277, 280 (1943). Cosmetic Law Reports { 7112] 

”% United States v. Various Quantities of 
“Instant Alberty Food,’ 83 F. Supp. 882 
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drugs, and cosmetics is not to be curtailed considerably, the labeling 
of a drug product must be held not to contain adequate directions for 
use under the Federal Food, Drug, and Cosmetic Act if it does not 
make reference to the conditions or ailments for which it is to be 
marketed. Legitimate manufacturers and distributors cannot cavil 
at such an interpretation of the statute, for those engaged in the inter- 
state marketing of honest wares truthfully labeled gain nothing by 
omitting from the labeling of their products the diseases and condi- 
tions for which they are to be used, whether those diseases and condi- 
tions are mentioned on the label, in accompanying literature, in a 
newspaper, or as an adjunct to a soap opera. 


Action Under Federal Trade Commission Act 

It may be urged that pragmatically there is no need for this con- 
struction; that false and misleading claims in advertising can be 
reached directly under the Federal Trade Commission Act, and that, if 
so reached, there is no pressing need for interpreting Section 502(f) (1) 
of the Federal Food, Drug, and Cosmetic Act as the section has so far 
been construed by the courts. There are two answers to this conten- 
tion. First, because of the administrative procedure pursued under 
the Federal Trade Commission Act, considerable time frequently 
elapses before a cease and desist order is issued (and acted upon by 
the appropriate court of appeals in the event the respondent seeks 
judicial review). That statute contains no provision for removing 
from trade channels, by seizure proceedings, drugs which have already 
been shipped in interstate commerce and which may cause injury to 
the consumer’s person or purse. Second, although the Federal Trade 
Commission Act provides *° for criminal penalties under certain cir- 
cumstances, the statutory sanction is not employed. 


Conclusion 

This construction of Section 502(f)(1) does not mean that the 
Federal Food, Drug, and Cosmetic Act can reach therapeutic claims 
made on behalf of a drug product in its advertising. It cannot. All 
that the section requires is that the label set forth the diseases or 
conditions for which the drug is recommended to the consumer, no 
matter what the medium of recommendation may be. If the product 





%15 U.S.C. 54. 
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will not be efficacious in the cure or treatment of such conditions and 
diseases, it will be misbranded under Section 502(a) of the Act since 
the labeling will then contain, either expressly or inferentially, false 
or misleading therapeutic claims. But if that be the necessary result 
who can quarrel with it? The manner in which Section 502(f)(1) has 
been interpreted by the courts will merely help end the marathon in 
which, since 1906, the public, through its elected representatives, and 
the marginal fringe of illicit drug distributors and manufacturers, have 
been engaged. The problem may eventually have to be determined 
with finality by the Supreme Court. It is interesting to note that no 
court before which the problem has been litigated has held adversely 


to the government’s position.*" 


[The End] 





21See United States v. Colgrove et al., 
83 F. Supp. 880 (DC Cal., 1947), affirmed 
176 F. (2d) 614 (CA-9: 1949) [CCH Food 
Drug Cosmetic Law Reports { 7046, 7127]: 
United States v. 150 Packages, etc., Labeled 
in Part Bush Mulso Tablets, et al., 83 F. 
Supp. 875 (DC Mo., 1947) [CCH Food Drug 


“Tox Eliminator’ (DC Okla., 1949) [CCH 
Food Drug Cosmetic Law Reports { 7113]; 
United States v. 516 Cases, More or Less, 
of ““Nue-Ovo” (DC Cal., 1948) [CCH Food 
Drug Cosmetic Law Reports { 7091]; 
United States v. 33 Bottles, More or Less, 
of “‘Ri-Co Tablets,’’ DC Cal., in Admiralty 


Cosmetic Law Reports { 7059]; United No. 24872-H, November 29, 1949 [CCH 
States v. Two Articles of Device * * * Food Drug Cosmetic Law Reports { 7139]. 
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Proceedings Instituted 


UNDER SECTIONS 12 to 16 


OF THE FEDERAL TRADE COMMISSION ACT 





RECOMMENDATIONS BY THE HOOVER COM- 
MISSION HAVE THROWN THE SPOTLIGHT ON 
JURISDICTION OVER FALSE ADVERTISING OF 
FOOD, DRUGS, DEVICES, AND COSMETICS. HOW 
DOES THE FTC MEET THE PROBLEM? HERE 
IS AN OUTLINE OF SECTIONS 12 TO 16 OF 
THE FEDERAL TRADE COMMISSION ACT. 


T IS ESSENTIAL at the outset of this discussion te understand that 
the views which are here expressed are entirely personal and cannot be 
taken as reflecting the official views of the Federal Trade Commission. 

This is especially important in view of the fact that, since the commis- 
sion went on official record relative to its jurisdiction over false adver- 
tising of food, drugs, devices and cosmetics in its answer to the 
recommendations of the Hoover Commission, two new members have 
been appointed to the commission. 

The Federal Trade Commission was organized March 16, 1915, 
under the Federal Trade Commission Act, approved September 26, 
1914. As originally enacted, the act declared “unfair methods of com- 
petition” to be unlawful and directed the commission to take action 
against persons or corporations believed to be engaged in such practices. 

On the basis of the general legislative standard laid down in the 
act, the commission has acted in the public interest to prohibit prac- 
tices which, in the words of the Supreme Court, were 
regarded as opposed to good morals because characterized by deception, bad faith, 
fraud, or oppression, or as against public policy because of their dangerous 
tendency unduly to hinder competition or create monopoly.’ 





1 Federal Trade Commission v. Gratz, 
253 U. S. 421, 427 (1920). 
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Approximately twenty-three years after its passage, the Federal 
Trade Commission Act was amended on March 21, 1938, when the 
Wheeler-Lea Act was approved, making unlawful not only “unfair 
methods of competition” but also “unfair or deceptive acts or prac- 
tices in commerce.” 

Wheeler-Lea Act 

In the enactment of Sections 12 to 16 (inclusive), which were 
added to the Federal Trade Commission Act by the Wheeler-Lea Act, 
Congress broadened and strengthened the commission’s jurisdiction 
over false advertising of food, drugs, therapeutic devices and cosmetics. 
The general effect of these sections was to give a greater measure of 
protection to the consuming public and to make more effective the 
orders issued by the commission. 

Section 12(a) makes unlawful the dissemination of false advertise- 
ments to induce the purchase of food, drugs, devices or cosmetics. 
Section 12(b) provides that the dissemination of false advertisements 
within the scope of subsection (a) shall be an unfair or deceptive act 
or practice in commerce within the meaning of Section 5, and accord- 
ingly subject to preventive action by the commission. The commis 
sion is empowered by Section 13, when it appears to be in the interest 
of the public, to bring suit in a United States district court to enjoin 
the dissemination of any advertisement in violation of Section 12, 
pending the issuance by the commission of a complaint and a final 
determination under Section 5. Section 14 provides that the dissemina- 
tion of advertising in violation of Section 12 shall constitute a mis 
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demeanor punishable by fine or imprisonment, if the use of the commodity 
advertised may be injurious to health because of results from such use 
under the conditions prescribed in the advertisement thereof, or under 
such conditions as are customary or usual, or if such violation is with 
intent to defraud or mislead. Under Section 16 the commission is 
required, whenever it has reason to believe that there has been a viola- 
tion of Section 14, to certify the facts to the Attorney General, whose 
duty it shall be to cause appropriate proceedings to be brought in the 
United States district courts for the enforcement of the provisions of 
the section. 

Sections 12, 13 and 14 revolve around the definition of a “false 
advertisement” in Section 15. The term is defined as “an advertise- 
ment, other than labeling, which is misleading in a material respect.” 
Certain specified matters, including the extent to which the advertise- 
ment fails to reveal facts, are to be considered in determining whether 
or not an advertisement is misleading. While a fraudulent intent is 
not a necessary element, the essential elements of a false advertisement 
under this definition are that it is misleading, and misleading in a 
material respect. The definition is obviously very broad and intended 
to reach every case from that of inadvertent or uninformed advertising 
to that of the most subtle as well as the most vicious type of 
advertisement. 

Section 15 also defines the terms “food,” “drug,” “device,” and 
“cosmetic.” 

In administering the provisions of these advertisement sections as 
well as other provisions of the act, the Federal Trade Commission 
derives its vital force from the general standards of conduct set forth 
in Section 5 and from the provisions of the act providing procedural 
machinery to prohibit by cease and desist orders the methods, acts, 
and practices included within the standards. 

Section 5 sets forth the procedure for formal adversary proceed- 
ings, including the issuance of a formal complaint, notice and hearing, 
appropriate findings as to the facts, an appropriate order to cease and 


desist, and for judicial review. 


Hoover Commission Report 
In the report of the Hoover Commission on reorganization of the 
Department of Agriculture,’ there are listed the various agencies of 





2 Pages 21, 22 and 23. 
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the government conducting work in the field of food, drugs, devices and 
cosmetics, and a brief description is given of their activities. The 
Federal Trade Commission is mentioned as administering the regula- 
tions against false advertising and the Food and Drug Administration 
as regulating the adulteration and labeling of these commodities. It is 
stated that the separation of functions relating to advertising and 
labeling of these commodities creates great overlap and confuses the 
public, and that the two agencies have diverse requirements enforced 
through diverse procedures. This is followed by a recommendation * 
that all regulatory functions relating to food products be transferred 
to the Department of Agriculture and those relating to drugs, devices 
and cosmetics be placed under a reorganized Drug Bureau adminis- 
tered by the Public Health Agency. The task force report on agri- 
cultural activities * recommends that a regulatory administration be 
established in the Department of Agriculture with a Bureau of Food 
and Drugs administering some twenty laws, including Section 12 of 
the Federal Trade Commission Act relating to false advertising of 
food, drugs, devices and cosmetics. 

The task force report on regulatory commissions * recommends 
that the area of false and misleading advertising of food, drugs, and 
cosmetics be transferred from the Federal Trade Commission to the 
Food and Drug Administration. Apparently one recommendation 
would divest the Federal Trade Commission of a part of its jurisdiction 
under Section 5, while the other recommendation would transfer only 
the jurisdiction presently conferred upon the commission by Section 12. 

The Hoover Commission report on the Department of Agriculture 
apparently follows the recommendation of the task force in Appendix M, 
which would place jurisdiction over food in the Department of Agri 
culture, and jurisdiction over a mixed collection of other products, 
including drugs, therapeutic devices, cosmetics and wool products in 
a proposed Drug Bureau to be administered by the Public Health 
Agency. 

The inconsistency of these recommendations in itself points up the 
lack of profundity in the proposals, and at the very least suggests the 
need for further thorough and deliberate consideration before any 
changes are undertaken. 





* Recommendation No. 13. 
* Appendix M, pp. 50-55. 
5 Appendix N, p. 133. 
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Jurisdiction Over False Advertising 

The proposal that jurisdiction over false advertising of food, drugs, 
devices and cosmetics be transferred from the Federal Trade Com- 
mission to the Food and Drug Administration is not a new one. The 
question was considered by the Senate and the House of Representa- 
tives in 1935 in the form of the Copeland Bill, successor to the Tugwell 
Bill which proposed the strengthening and broadening of government 
regulation of adulteration, misbranding and false advertising of food, 
drugs and cosmetics. The Senate passed the Copeland Bill, which 
would have transferred jurisdiction over advertising of these com- 
modities from the commission to the Food and Drug Administration 
which was then a part of the Department of Agriculture. The House 
of Representatives passed a bill which retained jurisdiction over false 
advertising of all commodities, including food, drugs and cosmetics, 
in the Federal Trade Commission. The conferees appointed by the 
House and Senate failed to reach an agreement and no legislation on 
this subject was enacted in that session of Congress. 

In 1938 extensive committee hearings and debates on this subject 
were held by both the Senate and the House and a large part of the 
discussion centered around the question of whether jurisdiction over 
false advertising of food, drugs and cosmetics should be transferred to 
the*Food and Drug Administration or should be retained in the Fed- 
eral Trade Commission. The resulting legislation was embodied in 
the Wheeler-Lea amendment to the Federal Trade Commission Act, 
approved March 21, 1938, and in the Federal Food, Drug and Cosmetic 
Act, approved June 25, 1938. 


Federal Trade Commission 

In these acts, Congress overwhelmingly demonstrated its desire 
that jurisdiction of false advertising generally, including advertising of 
food, drugs, devices and cosmetics, should be retained in the Federal 
Trade Commission, and nothing which has transpired since that time 
indicates that Congress erred in this decision. In fact, subsequent 
experience has abundantly shown the wisdom of placing this responsi- 
bility in the Federal Trade Commission. 

In dealing with false advertising of food, drugs, devices and cos- 
metics, the commission has available a wide variety of techniques. 
Some of the most important of these are not used by the Food and 
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Drug Administration and could not be adopted there or by another 
governmental agency without development of procedures duplicating 
those already established in the commission. It is believed that these 
procedures are particularly appropriate to advertising as distinguished 
from the labeling of these commodities. 

Since the commission’s work upon false advertising of food, drugs, 
devices and cosmetics is correlated with its work on false advertising 
of other commodities, techniques for the discovery and investigation 
of false advertisements generally have been developed in the commis- 
sion in a way that is not matched in other agencies. 


Survey of Advertising Media 

One of these is a continuous survey of advertising media. This 
survey covers advertisements published and disseminated in news 
papers, magazines and other periodicals, through radio and through 
television broadcasts. Copies of newspapers and periodicals and texts 
of radio and television broadcasts are obtained regularly from pub- 
lishers and broadcasters. Questionable advertisements are set aside 
for appraisal when they appear to contain misleading representations. 
That forms the bases for new investigations and for determination 
whether or not stipulations, cease and desist orders and trade practice 
conterence rules have been violated. 

A product customarily has only one label and the context of the 
label will not often change. The same product may be promoted 
through dissemination of hundreds of advertisements containing numerous 
claims only remotely connected with the label. The label once passed 
upon constitutes a solved problem which will probably not recur for 
years. The advertising, on the other hand, is a constantly changing, 
shifting collection of words, phrases, legends, pictorial representations, 
to name a few, which, directly or indirectly, may contain claims that 
are false or misleading. To determine on a continuing basis whether 
the advertising is false or misleading, preserving at the same time 
justice and fairness to the advertiser and the consumer, is hardly a 
problem which can be classified as simple or insignificant. 

Advertising for food, drugs, devices and cosmetics is prepared 
frequently by the same advertising agencies and is typically scrutinized 
by the same editors of newspapers and magazines as prepare and 
scrutinize the advertising of other commodities. Understanding of and 
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voluntary compliance with the requirements of the law are promoted 
insofar as these persons who are professionally concerned with adver- 
tising find that similar representatives are consistently treated in the 
same way by the law. 


Investigation of Advertising 

The commission’s staff has had years of specialized experience in 
investigating false and deceptive advertising including the advertising 
of food, drugs, devices and cosmetics. Insofar as advertising involves 
a greater diversity of representations about commodities than can be 
found upon labels, and insofar as the investigation of false advertising 
involves contacts with advertising agencies and media of publication, 
this experience differs from that of a staff trained in examining labels. 
This experience should not be wasted. 

A commission investigation to determine whether it has reason 
to institute corrective action may be commenced either on the commis- 
sion’s own motion, or as more frequently happens, as a result of charges 
made by consumers or competitors adversely and directly affected by 
the conditions complained of, or by charges made by public agencies. 
Many of the consumer protests come from federal, state and municipal 
agencies; many charges are made by better business bureaus, and of 
course the commission itself may initiate an investigation when it 
observes practices which appear to be questionable. 


Procedures 


False advertising of food, drugs, cosmetics and devices may be 
dealt with by the Federal Trade Commission (a) by stipulation; 
(b) by trade practice conference; (c) by order to cease and desist; 
(d) by proceedings for temporary injunction; and (e) by certification 
of the facts to the Attorney General for criminal and civil penalty 


proceedings. 


Stipulations 
The stipulation procedure, through which a large number of false 
and misleading advertising cases are handled, is a quick and inexpensive 
way of disposing of violations where an individual advertiser is willing 
to admit his fault and correct it voluntarily in good faith. This pro- 
cedure is particularly appropriate to misrepresentations that involve no 
clear intent to deceive but that nevertheless may be harmful to the 
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interest of consumers and competitors. When any advertiser dis- 
agrees with the commission as to the facts or law, he can refuse to 
stipulate with the knowledge that he will have opportunity to present 
his side of the case in a formal adversary proceeding. As evidence of 
its effectiveness during the past twelve years, unlawful practices con- 
sisting principally of false and misleading advertising have been cor- 
rected by cooperative agreements in informal stipulations and the 
matters closed in approximately 5,000 cases. These cases were of 
importance to the people affected thereby and involved a substantial 
public interest. They also provide precedents for guidance in the same 
or similar situations. 


Trade Practice Conferences 


The trade practice conference procedure provides a means whereby 
false advertising of food, drugs, devices and cosmetics may be eliminated 
and prevented on an industry-wide basis by cooperation between the 
commission and members of an industry in formulating and applying 
trade practice rules. Where there is desire in the industry to improve 
advertising, this procedure makes possible a broad correction of adver- 
tising practices more expeditiously and economically than would be 
possible through formal adversary proceedings. 


Upon promulgation of trade practice conference rules for an 
industry, the commission examines all pending charges of law viola- 
tion on the part of industry members which have not reached the 
formal complaint or trial stage. If the rules adequately cover the 
charges, the commission will give consideration to closing the files 
without prejudice. Among the factors considered is whether there is 
adequate reason to believe the industry member is complying with the 
rules and will continue to comply with the rules, whether he is a 
signatory to such rules, and whether there are circumstances indicative 
that further proceedings are required in the public interest. The same 
consideration may be had upon motion in matters which have reached 
the trial stage. 

The work of the commission under its trade practice conference 
procedure not only has been significant but is of far-reaching character 
through the establishment of trade practice rules for each of some 160 
industries. These industries include many food products, drugs and 
therapeutic devices; and rules are now being considered for the entire 
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cosmetic industry. In addition, a trade practice conference for the 
grocery industry will be held in Washington on February 3, 1950, 
which will be attended by persons, firms, and corporations engaged in 
manufacturing, selling and distributing grocery products. The significance 
of this conference alone is indicated by the size of the grocery industry 
which consists of some 6000 wholesalers, 600,000 retailers and more 
than 50,000 manufacturers. Its annual volume of sales is approximately 
32 billion dollars. 

Suggestive of the significant problems that may be dealt with 
under the trade practice conference procedure are the rules promulgated 
for the wholesale drug industry, the wholesale tobacco industry, the 
candy manufacturing industry and for the live poultry industry in 
New York and adjacent territory. And especially significant are the 
rules promulgated for the hearing aid industry and the artificial limb 
industry. For instance, in the artificial limb industry the trade prac- 
tice conference rules have.as their principal purpose the aiding of some 
600,000 physically handicapped persons in the United States who use 
artificial limbs or devices. Many of these physically handicapped per- 
sons were being victimized by unscrupulous sellers of artificial limbs 
by means of various deceptive and unfair selling methods. A trade 
practice conference for this industry resulted in the promulgation of 
rules for the elimination and prevention of these unfair and deceptive 


practices. 


Orders to Cease and Desist 

Of course all deceptive practice matters such as the false advertise- 
ment of food, drugs, devices and cosmetics cannot be handled by the 
commission through cooperative procedures, and it is necessary to 
handle a substantial number of such matters only through formal 
adversary proceedings. In such proceedings the commission affords 
the parties an opportunity for pre-trial conferences and settlements 
similar to that afforded by United States district courts. The commis- 
sion’s procedure accords fully with the Administrative Procedure Act. 


Trial Procedure 
When, after the issuance of a formal complaint, issues are joined, 
the matter then comes under the commission’s trial procedure, which 
is implemented through the Bureau of Trial Examiners. In so far as 
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practicable, trial examiners are assigned in rotation for the trial of 
commission cases and the trial examiner thus designated proceeds to 
convene hearings for the reception of relevant evidence on the issues. 
Hearings are held in such parts of the country as may be necessary 
with due regard for the convenience of the parties and witnesses, All 
proper parties may be represented by counsel and all fundamental 
rights such as cross-examination of witnesses, adduction of evidence, 
objections, exceptions, motions, appeals, the submission of briefs and 
oral argument are preserved to the respondents. 

After the evidence is concluded, and parties have been duly heard 
and their contentions considered, the trial examiner makes and files a 
recommended decision which includes a statement of (1) findings and 
conclusions, as well as the reasons or basis therefor, upon all the 
material issues of fact, law or discretion presented on the record, and 
(2) an appropriate order. The trial examiner’s decision becomes a 
part of the record and a copy thereof is served on each party who may 
then file exceptions thereto and present substitute conclusions and 
form of order. 

Rule XXII of the commission’s rules of practice provides, 1n part, 
that all findings, conclusions and orders recommended by the trial 
examiner shall be based upon the whole record and supported by 
reliable, probative and substantial evidence (including facts of which 
he may take official notice). No findings shall be recommended except 
such as he deems supported by the greater weight of the evidence. 


Consideration of Whole Record by Commission : 

Rule XXV of the commission’s rules of practice provides that 
upon submittal of a case to the commission for final decision upon the 
merits, the commission will consider the whole record, including the 
recommended decision of the trial examiner and the exceptions thereto, 
and will resolve all questions of fact by what it deems to be the greater 
weight of the evidence thereon. 

Section 5(b) of the Federal Trade Commission Act provides that 
if, upon such hearing, the commission shall be of the opinion that the 
method of competition or the act or practice in question is prohibited 
by this act, it shall make a report in writing in which it shall state its 
findings as to the facts and shall issue and cause to be served on such 
person, partnership or corporation, an order requiring such person, 
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partnership or corporation to cease and desist from using such method 
of competition or such act or practice. 


Reports of Compliance with Orders 
Reports of compliance with orders to cease and desist are required 
by the commission. Such reports must consist of a full statement 
showing the manner and form in which the order has been complied 
with; mere statements that the respondent is not violating the order 
are not acceptable. A factual showing is required sufficient to enable 
the commission to appraise the manner and form of compliance. 


Judicial Review of Orders 

Judicial review of the commission’s orders to cease and desist is 
provided for in Section 5(c). In substance, this section provides that 
any respondent may obtain a review of such order in the United States 
Courts of Appeals within any circuit, where the method of competition 
or the act or practice in question was used or where such respondent 
resides or carries on business, by filing in court within sixty days from 
the date of the service of such order, a written petition praying that the 
order of the commission be set aside. 


Continuing Jurisdiction of Commission 

Section 5(b) of the Federal Trade Commission Act provides that 
the commission may at any time after notice and opportunity for hear- 
ing, reopen and alter, modify or set aside, in whole or in part, any 
report or order made or issued by it under this section, whenever, in the 
opinion of the commission, conditions of fact or of law have so changed 
as to require such action or if the public interest shall so require. This 
authority gives the commission a continuing jurisdiction that not only 
protects the public interest but also protects the interests of the 
respondents in every case whenever a change in law or fact or the 
public interest requires such revision favorable to respondents. If 
jurisdiction of false advertising of food, drugs, devices and cosmetics 
is transferred to another agency, a serious question will arise with 
respect to what shall be done with the hundreds of cases involving 
false advertisement of these commodities in which the commission has 
issued orders to cease and desist and over which the commission will 
exercise a continuing jurisdiction to amend, modify or set aside such 
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reports and orders. Will these orders remain effective and the commis- 
sion’s jurisdiction be limited solely to their supervision while jurisdic- 
tion generally over false advertising of these commodities will become 
the responsibility of another agency, or will the trade law established 
in these cases be considered of no value and the orders declared 


ineffective ? 


Character of Commission 

The commission’s proceedings for injunctions and its certifications 
of facts to the Attorney General for criminal and civil penalty proceedings 
are the only parts of its activities which resemble procedures under the 
Federal Food, Drug, and Cosmetic Act. If jurisdiction over false 
advertising of food, drugs, devices and cosmetics is transferred from 
the commission to another agency, it would be necessary either to 
abandon those cases which are not appropriate for criminal or injunc- 
tive relief or else to develop in other agencies the equivalent of stipula- 
tions, trade practice conferences and cease and desist proceedings. 
The quasi-judicial status of the commission makes it possible to 
appraise the many varieties of advertising statements and representa- 
tions with a degree of discretion, consistency and continuity greater 
than is likely to be attained in such a complex field through the deci- 
sions of a number of different courts. In creating the Federal Trade 
Commission as a single centralized agency, Congress recognized the 
desirability and necessity for discretion, consistency and continuity in 
the application of the law. 

The Supreme Court has characterized the Federal Trade Commis- 
sion as 
an administrative body created by Congress to carry into effect legislative policies 
embodied in the statute in accordance with the legislative standard therein 
prescribed.® 
and 


it was created with the avowed purpose of lodging the administrative functions 
committed to it in a body specially competent to deal with them by reason of 
information, experience, and careful study of the business and economic conditions 
of the industry affected." 

The Federal Trade Commission is now well into the thirty-sixth 
year of its administration of the original Federal Trade Commission 


* Rathbun v. United States, 295 U. S. * Federal Trade Commission v. R., 
602 (1935) Keppel & Bro., Inc., 291 U. S. 304 (1934). 
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Act and in the twelfth year of its administration of the Wheeler-Lea 
Act. During its lifetime the commission has gained valuable experience 
in its investigation and regulation of false advertising of food, drugs, 
devices and cosmetics. That experience has been written into a body 
of practical trade law, which has stood the test of time and has con- 
tributed substantially in raising the ethical level for advertising of 
food, drugs, devices and cosmetics. The successful operation of our 
free competitive system in these industries depends upon truth in 
advertising. The question, therefore, of how best to attain this goal 
through governmental regulation is fundamental and deserves serious 
study and most thoughtful consideration. [The End] 


REVIEW OF CONVICTION DENIED 


The United States Supreme Court has re- 
fused to review a judgment holding the manu- 
facturer of a remedy for skin diseases in 
contempt for violation of an injunction pro 
hibiting introduction of the remedy in interstate 
commerce without a label containing adequate 
directions for use. The manufacturer had con- 
tended unsuccessfully that the remedy was 
properly labeled (Colgrove v. United States, CCH 
Food Drug Cosmetic Law Reports { 7127). 
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REPORT OF THE SECRETARY 


OF THE 
SECTION ON FOOD, DRUG AND COSMETIC LAW 





OF THE 
NEW YORK STATE BAR ASSOCIATION 


BY GEORGE LINK, JR. 


IVE YEARS AGO, Charles Wesley Dunn telephoned and asked 

me, as he did a number of others, to attend a meeting of lawyers 

interested in problems peculiar to the food, drug and cosmetic laws. 
We met in one of the small meeting rooms of the Bar Association of the 
City of New York. About fifteen to twenty lawyers attended. They were, 
in the main, leaders in this field whose offices were located in the East. 
There were one or two present from the Midwest. By mutual consent, 
Mr. Dunn presided. As I remember it, the substance of his opening 
statement was that the time had come when the lawyers interested in 
this field should get together for the purpose of exchanging views 
relating to the enforcement and to the increasing complexities presented 
by the widening effect of, and the public and legislative interest in, 
food, drug, and cosmetic laws and the amendment and extension 
thereof. 

An around-the-table discussion followed, during which we became 
acutely conscious of the need of lawmakers, judges and administrative 
officials for a greater and more thorough knowledge of the practical 
problems presented by the making and the enforcement of these laws, 
all for the greater protection of the health of our people. We were 
unanimously of the opinion that this comparatively new and important 
body of the law, so intimately associated with the public good, placed 
a real responsibility upon the brotherhood of the bar. We were, and 
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are, in part, responsible for the enactment, interpretation and enforce- 
ment of these laws. We determined that we should be willing to 
devote altruistically the necessary time for their wise and sound 
development. 

The group was formally organized. Charles Wesley Dunn was 
elected its chairman. I was elected its secretary. 

The cliché res ipsa loquitur can justly be applied to the contribution 
made by the members. Legislators have been helped, judges have been 
helped, administrative officers have been helped, we have been helped, 
and, last and most important, the public well-being has been advanced. 

During this five-year period our membership has multiplied. The 
bar associations, both state and national, have officially recognized the 
group and the need, and have given their aid. 

. The protection of civil liberties requires the highest art and ethics 
of advocacy. The protection of public health requires the maximum 
degree of honesty, integrity and skill; in fact, the highest degree of 
skill that the brotherhood of the bar can supply. 

The services of Charles Wesley Dunn, in bringing to this altruistic 
service the leaders of the bar in this field, can never be adequately 
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recognized. We do not live in a vacuum. The good work of this 
group has been spread throughout our land and will spread to other 
lands. It is the type of public relations work of which the bar is pain- 
fully in need. It is the answer to the belief prevailing among many 
that a lawyer’s work consists solely in making white appear black and 
black appear white as the need, right or wrong, demands. 

The rumblings for a socialized medicine have increased in volume 
so that they are now a roar. We are beginning to hear rumblings in favor 
of a socialized bar. Altruistic work on the part of the brotherhood of 
the bar, such as is being carried out in our field, may be the answer. 

We are grateful for the splendid contribution made to this group 
by Charles Wesley Dunn and by the other brethren of the bar who 
have so unstintingly given their services to the cause of public health. 


[The End] 


REPRESENTATIVE SAMPLES 


The government’s analysis of one gallon 
of edible oil taken from a shipment of some 
seven hundred gatlons may be reasonably in 
ferred to be an analysis of a representative 
sample when it is shown that the oil was cus- 
tomarily blended in much larger batches (United 
States v. Figlia Mia Brand Oil, CCH Food Drug 
Cosmetic Law Reports J 7144). 
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MINUTES: 


FIFTH ANNUAL MEETING 


OF 

THE SECTION ON FOOD, DRUG AND COSMETIC LAW 
OF 

THE NEW YORK STATE BAR ASSOCIATION 





HE MEETING was attended by over 100 members and guests. 

It included morning and afternoon sessions. The proceedings 

of it were broadcast by Station WNYC of New York City, and 
they will be recorded in the March and April 1950 issues of the Food 
Drug Cosmetic Law Journal, which succeeds the Food Drug Cosmetic 
Law Quarterly. 


The program was as follows: 


Morning Session: An introductory statement by the Chairman, 
entitled “Important Developments in 1949”; a report by the Secre- 
tary; and a series of papers. They first discussed the Federal Food, 
Drug, and Cosmetic Act, as follows: “Its Legislative and Adminis- 
trative Progress in 1949,” by Charles W. Crawford, Deputy Commis- 
sioner of Food and Drugs in the Federal Security Agency; “Its 
Enforcement and Judicial Progress in 1949,” by Daniel P. Willis and 
William W. Goodrich, Principal Attorneys in the Food and Drug 
Division of the Office of General Counsel of the Federal Security 
Agency; “Its Applicability to Drug Advertising,” by Vincent A. Klein- 
feld, Head of the General Regulations Unit in the Criminal Division 
of the United States Department of Justice. Then came a paper on 
the “Proceedings Instituted Under Sections 12 to 16 of Federal Trade 
Commission Act,” by James W. Cassedy, Associate General Counsel 


of the Federal Trade Commission. 


Afternoon Session: A series of papers and reports. The papers 
were as follows: “Some Observations on Law of Cosmetic Advertis 
ing,” by Hugo Mock, General Counsel of the Toilet Goods Associa- 
tion; “Use of Colors to Identify Medicinal Products,” by George H. 
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Sibley, Vice President and General Attorney of E. R. Squibb & Sons 
(this paper was an illustrated one and Gerry Powell of Workman & 
Powell assisted in its presentation) ; and “Imitation Food Provisions 
of Federal Food, Drug, and Cosmetic Act,” by Michael F. Markel. 
The reports were on “Progress of the Products Liability Law in 1949,” 
by Bradshaw Mintener, Vice President and General Counsel of Pills- 
bury Mills, Inc.; and on “Retail Food Exemptions from the Federal 
Food, Drug, and Cosmetic Act,” by the Section’s special committee on 
this subject, of which William A, Quinlan is chairman. The latter 
report was not read and will be recorded in the Journa!, with the stand- 
ing committee reports. There was an extended floor discussion of 
various subjects at this session, which concluded with the reelection 
of the Chairman and Secretary. 


It is added: the fifth anniversary of the Section was commemorated 
in the remarks by the Chairman and Secretary . The Executive Com- 
mittee of the Section held a luncheon meeting after the morning session, 
which was attended by the speakers and other guests. —The Committee 
first adopted a minute on the sad death of its charter member, John 
S. Prescott, general counsel of the General Foods Corporation, A 
copy is annexed hereto. The Committee then engaged in an informal 
discussion of major problems under the Federal Food, Drug, and 
Cosmetic Act, in which Deputy Commissioner Crawford participated. 
It is further added: on the preceding evening of January 25 the Com- 
mittee sponsored an informal dinner at the Harvard Club in honor of 
Deputy Commissioner Crawford, with over 40 members present. It 
was followed by an off-the-record discussion of important questions 
under the above Act. They were mainly the question of whether this 
Act should be amended to provide an advance control of chemicals 
added to food, along the lines of the “new drug” control, and the ques 
tion of what should be the antibiotic drug control under this Act. 
The question of whether the former amendment should also reach 
chemicals added to cosmetics was further considered. The discussion 
of these questions was lively and informative, but it did not go beyond 


a constructive interchange of views. 


It should be noted, in conclusion, that this Section has the same 
standing committees as the Division of Food, Drug and Cosmetic Law 


in the Section of Corporation, Banking and Business Law of the 
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American Bar Association. These committees are recorded in the 

February 1950 issue of The Business Lawyer, published by that Section. 
CHARLES WESLEY DuNN, Chairman 
GeorceE LINK, JR., Secretary 


Annex 


It is with profound sorrow that the Executive Committee of the 
Section on Food, Drug and Cosmetic Law of the New York State Bar 
Association records the death of Mr. John S. Prescott, long general 
counsel of the General Foods Corporation, on May 19, 1949. Mr. 
Prescott was a founder member of the Section and a charter member 
of its Executive Committee; and he was always deeply interested in 
its welfare. Hence his death is a great loss to the Section. More- 
over, Mr. Prescott was a man of the highest ideals and finest character, 
a lawyer of great ability and success, and a citizen with a deep sense 
of public responsibility. As a result, the world was enriched by his 
constructive life and deeds, which remain a lasting heritage. 


Report of the 
Committee on Chemicals 





N KEEPING WITH THE POLICY of parallel organization, the 
jurisdiction and membership of the Committee on Chemicals *' are 
identical with those of the Committee on Chemicals of the Section of 

Corporation, Banking and Business Law of the American Bar Association. 
This report may therefore be considered a continuation of the report 
of that committee, submitted to the annual meeting at St. Louis on 
September 7, 1949, and published in The Business Lawyer? and in the 
Food Drug Cosmetic Law Quarterly.® 


Medicinal Chemicals 
There have been no developments in the general problem presented 
by the application of the use direction provision of the Federal Food, 
Drug, and Cosmetic Act to chemicals intended for further manufactur- 





1 Formerly the Committee on Medicinal *4 Food Drug Cosmetic Law Quarterly 
Chemicals and Economic Poison Chemicals. (1949) 627. 
25 The Business Lawyer (1949) 185. 
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ing, processing, or repacking. With respect to the Van Zandt Bill,* 
however, the Food and Drug Administration has, as predicted, accepted 
the position that there should be an exemption for bulk packages of 
medicinal chemicals intended for manufacturing, processing, or repack- 
ing, from the use direction labeling requirement which this bill would 
impose (inter alia) upon export drug shipments. The Food and Drug 
Administration has suggested to the Senate Committee conducting 
hearings on the House-approved measure that this be accomplished by 
permitting the Federal Security Administrator to issue regulations 
providing for the exemption.’ Such regulations would, of course, be 
directed to the export situation and would not apply to the labeling of 
similar materials shipped in domestic commerce. 

Senator Pepper, on July 6, 1949, introduced a bill ® which would 
require that containers of poisonous drugs be of a distinctive angular 
shape. This measure is very similar to the one passed by the Florida 
legislature last year and vetoed by the Governor. Such a law would 
seriously affect the shipment of chemicals falling within the definition 
of drugs, and classified as “poisons” by some undefined and probably 
undefinable standard. The Federal Security Administrator, looking 
favorably on the intent of the measure, however, has suggested * that 
such control more probably could be secured by an amendment to the 
Federal Caustic Poison Act. This may suggest that the out-dated and 
limited legislation represented by the Caustic Poison Act may be up 
for general revision in the early future. 


Economic Poison Chemicals 


Interest in an advance government control of new chemicals used 
as pesticides on growing fruits and vegetables, and in the processing 
of food products, continues to grow.® A recent outstanding example 


of this interest is a resolution of the American Public Health Associa- 


tion,’ calling for the amendment of the Federal Food, Drug, 


and 








*H. R. 562 (Eighty-first Congress, First 
Session) 

$11 F-D-C 
page 2 

*S. 2193 (Eighty-first Congress, First Ses- 
sion). 

711 F-D-C 
page 7 

*15 U.S.C. 401 

*See White, 
Consumer Against 


Reports, August 13, 1949, 


Reports, September 3, 1949, 


“Protection Afforded the 
Added Chemicals in 


Committee on Chemicals 


Foods,"’ 4 Food Drug Cosmetic Law Quar- 
terly (1949) 478; Markel, ‘“‘The Need for 
Additional Legislation to Regulate the Use 
of Chemicals in Foods,’’ 4 Food Drug Cos- 
metic Law Quarterly (1949) 563. 

” To be published in the American Jour- 
nal of Public Health, February 1950 (40 
American Journal of Public Health (1950) 
229). 
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Cosmetic Act “to prevent the incorporation into foods of chemicals or 
other new ingredients before they have been reviewed and approved 
by the Food and Drug Administration,” and for the “enactment of 


similar legislation by states.” ™ 


The technical aspects of the problem were discussed at a confer- 
ence held on December 29, 1949, under the auspices of the Food and 
Nutrition Board of the National Research Council. It is reported that 
at this meeting the formation of a new organization to provide technical 
counsel on the utilization of new materials in the production and 
processing of foods was considered. It is anticipated that food pro- 
ducers and processors, the chemical industries, and the various profes- 
sional organizations will be invited to participate jointly in this new 
activity.” 

The Keefe Resolution ** and the Sabath Resolution,’ proposing 
a broad Congressional investigation into the use of chemicals, chemical 
compounds and synthetics in the processing and production of food 
products, are still pending in the House Committee on Rules. 


Presently in progress are public hearings '° under Section 406 of 
the Federal Food, Drug, and Cosmetic Act ** providing for the issu- 
ance of regulations limiting the quantity of “poisonous or deleterious 
substances” which may be added to food where such substances are 
required in the production of such food or cannot be avoided by good 
manufacturing practice. The proposal is directed to regulations limit- 
ing the quantity of poisonous or deleterious residues remaining on or 





Cosmetic Act to prevent the incorporation 
into foods of chemicals or other new in- 
gredients before they have been reviewed 


1 The text of the resolution, which was 
adopted by the American Public Health 
Association on October 26, 1949, is as fol- 


lows: 

‘*‘Whereas, there is an increasing use of 
chemical substances and other new ingredi- 
ents artificially introduced in foods in their 
production or processing, and since many 
of these substances introduced purposely 
or accidentally may either directly or indi- 
rectly affect the nutritive value of the foods 
which contain them, and 

‘“‘Whereas, the Food and Drug Adminis- 
tration of the Federal Security Agency is 
qualified by experience and is authorized 
by the Congress to protect the interests 
of consumers in regulating the composition 
and the labeling of many articles of food, 
therefore be it 

“Resolved that the American Public 
Health Association recommend to Congress 
that it amend the existing Food, Drug, and 
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and approved by the Food and Drug Ad- 
ministration, and 

‘“‘Be It Further Resolved that since the 
Food, Drug, and Cosmetic Act applies only 
to Articles shipped in interstate commerce, 
it is recommended by the American Public 
Health Association that the official organi- 
zation of state and territorial health officers 
be informed of the desirability of the en- 
actment of similar legislation by states."’ 


12 National Research Council press re- 
lease, January 9, 1950. 
3H. Res. 207 (Ejighty-first Congress, 


First Session). 

“4H. Res. 323 
First Session). 

% Announced in the Federal Register of 
September 17, 1949 (14 F. R. 5724). 

1% 21 U.S. C. 346. 


(Eighty-first Congress, 
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in commercially produced fresh fruits or fresh vegetables from sub- 
stances used to control pests or to affect the metabolism of the plants. 
The hearing is limited to production “up to the time of harvest.” ** 


According to reports in the trade press, the Administration has 
already scheduled four months of hearings on the basic question of the 
economic need for use of these substances in agriculture, and addi- 
tional time must necessarily be given to the other questions that will 
arise such as tolerances, substances, and particular crops. The Depart- 
ment of Agriculture, several state experiment stations, various farm 
organizations, and chemical manufacturers are preparing evidence to 
submit at these hearings."® 

A development which has attracted relatively little attention, but 
which may be of considerable significance, is the inclusion in the 14th 
Revision of the United States Pharmacopoeia, now in the course of 
publication, of several pesticidal chemicals, notably DDT and dimethyl 
phthalate.*® The effect of this action may be to subject such exclu- 
sively insecticidal chemicals to the control of the Federal Food, Drug, 
and Cosmetic Act, since “drug” is defined in the Act as (inter alia) 
“articles recognized in the official United States Pharmacopoeia,” *° as 
well the control of the Federal Insecticide, Fungicide, and 
Rodenticide Act.** 


as to 


While it is true that a number of basic materials, such as sulfuric 
acid and sodium chloride, are listed in the United States Pharmacopoeia, 
these products do have bona fide medicinal uses in the treatment of 
disease. To the extent that they are so intended, they have been con- 
sidered as drugs, but it has been clearly recognized that they are not 
w.thin the jurisdiction of the Federal Food, Drug, and Cosmetic Act 
when used for non-drug purposes, despite the definition just quoted.” 
DDT and dimethyl phthalate, on the other hand, are used only in 
destroying or repelling insects and are not medicinal products in the 
ordinarily accepted sense. For the first time, therefore, the U. S. P. 
Revision Committee has said, in effect, that pesticides are drugs because 








11 Federal Register, December 29, 1949 
(14 F. R. 7810). 

18 Oil, Paint and Drug Reporter, Decem- 
ber 26, 1949, page 3. 

”% The monographs in question include 
Benzyl Benzoate Chlorophenothane Lotion 
and Chlorophenothane itself (also referred 
to in the Revision as ‘‘Medicinal D.D.T."’); 


Compound Dimethyl Phthalate Solution 


Committee on Chemicals 


(‘U.S.P. Insect Repellent’’), and its three 
active components, Dimethyl Phthalate, 
Ethohexadiel, and Butopyronoxyl (Inda- 
lone.). 

2° Section 201 (g); 21 U.S.C. 321g. 

21 Public Law 104, Eightieth Congress; 7 
U. S. C. 135, et seq. 

23 Food Drug Cosmetic Law Quarterly 
(1948) 49, 50. 
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This is particularly clear in the case of dimethyl 


they are pesticides. 
phthalate, since the synonym proposed for Compound Dimethyl 


Phthalate Solution is “U. S. P. Insect Repellent.” The result of this 
precedent may, therefore, be to further define the term 
in the Federal Food, Drug, and Cosmetic Act to include pesticides.*® 


Industry objections to the inclusion of these pesticides in the 


‘drug’ as used 


U. S. P., at a public hearing called for the purpose of receiving com- 
ments on the proposed 14th Revision, were rejected by the Revision 
Committee; partially, at least, upon the ground that the compendium 
was already in page proof and that it would be impractical to make 
any revision requiring the recasting and renumbering of the succeeding 
pages.** The Revision Committee did agree, however, to hold up the 
date when the monographs for these products would become effective 
until one year after the effective date of the 14th Revision.* 


Cosmetic Chemicals 

There have been recent indications that consideration is being 
given to the extension of the “new drug” type of control not only to 
chemicals used in foods but also to those used in cosmetics. The Food 
and Drug Administration is said to have “quietly queried cosmetic 
industry leadership for its reaction to proposals that the federal law 
be amended to require specific government approval before any new 
chemical is used in a cosmetic.” The proposal apparently does not 
extend to all cosmetic ingredients, but only to new chemicals.” 
Cosmetic industry reaction has not favored the proposal; general 
counsel for the Toilet Goods Association is reported to have replied 
that such control is not regarded as necessary for the protection of the 
public.?’ 

Respectfully submitted, CArL M. ANpDerson, Chairman, CHARLES 
FE. Caspari, JR., Joun D. CONNER, JAMES G. FLANAGAN, WILLIAM A. 
GROENING, JR., Ricnarp F. HANSEN, JouN J. Powers, Jr. January 
26, 1950. 











23 It may be argued, of course, that pesti- 
cides are drugs by virtue of the further 
definition contained in Section 201 (g) 
which includes in that term “articles in- 
tended for use in the diagnosis, cure, miti- 
gation, treatment, or prevention of dis- 
ease,’’ but this definition has always been 
given a reasonable construction, limiting it 
to medicinal articles; by a literal construc- 
tion, food, fuel, clothing and many other 
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articles of daily use which serve to prevent 
disease would also be ‘‘drugs."’ 

*% Oil, Paint and Drug Reporter, Novem- 
ber 14, 1949, page 3. 

2% Oil, Paint and Drug Reporter, Novem- 
ber 28, 1949, page 3. 


%11 F-D-C Reports, January 9, 1950, 
page 1. 

7711 F-D-C Reports, January 21, 1950, 
page 2. 
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Report of the 


Committee on Food Law 





HE ORGANIZATION of the Committee has been completed 

and a list of the members of the Committee on Food Law of the 

Division of Food, Drug and Cosmetic Law of the American Bar 
Association, as well as a list of the members of the Committee on Food 
Law of the corresponding Section of the New York State Bar Associ- 
ation, has been compiled. 

We are conforming the two sections as nearly as possible for 
purposes of administration, and members of the American Bar Com- 
mittee who become members of the New York State Bar Association 
will be automatically appointed to the corresponding New York State 


Food Law Committee. 


New Chemicals in Fruit Sprays 


Of the matters presently before the Committee, the subject which 
is both important and active is the suggestion for advanced govern- 
ment control of new chemicals for spraying growing fruits and vege- 
tables analogous to new drug controls to prevent residual contamination 
of such foods that renders them unfit or unsafe for consumption. Our 
Division and Section Chairman, Mr. Charles Wesley Dunn, has been 
active in the consideration of this suggestion and has consented to act 
as Chairman of the Task Committee to consider and report on the 
subject. The Task Committee is as follows: 


H. Thomas Austern Bradshaw Mintener 
Wheeler Barto Geo. S. Herr 

James M. Best E. B. Kixmiller 

Frank T. Dierson Michael F. Markel 

P. M. Duff William A. Quinlan 

A. M. Gilbert Edward Brown Williams 


Samuel A. McCain 
Of the other subjects now before the Food Law Committee the 
matter of anti-oleomargarine legislation is now before Congress, and 
I do not believe that the appointment of a task committee at this time 
would be useful. 
The matters of requirement for the iodization of table salt and 


provision for voluntary government inspection of foods are still in the 
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discussion stage and developments will be reported to the members 
of the Committee. 


The outstanding event in the field of the Committee in which all 
of us are either directly or indirectly interested is the commencement 
operations of the Food Law Institute. The establishment of the Insti- 
tute has been accomplished through the fine work of Mr. Charles Wes- 
ley Dunn, its president, and the Board of Trustees, and it has had, 
and I know will continue to have, the full support of this Committee. 


Respectfully submitted, 


SAMUEL A. McCAIN, 
Chairman of the Committee on Food Law 
January 26, 1950 


SALE OF GOAT MILK 
EXCLUSIVELY THROUGH DRUG STORES 


The sole canner of goat milk and the com- 
pany which is the sole distributor of the prod- 
uct were recently charged by the Justice De- 
partment with violating the Sherman Act 
through agreements to sell only to drug stores. 
The government attorneys ask that sale of the 
canned goat milk be made indiscriminately to 
all purchasers who desire to buy. It is charged, 
in addition to abuse of the right to choose cus 
tomers, that arbitrary limits were placed upon 
production and that wholesale and retail prices 
were fixed by the defendants (United States v 
Meyenberg Milk Products Company, et al. (DC 
Cal., filed January 10, 1950)). 
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SIGNIFICANT 
COMMENTS 








BY FRANKLIN M. DEPEW 


JUDICIAL 
ADMINISTRATIVE 
and LEGISLATIVE DEVELOPMENTS 





An Imitation of a Standardized Food May Be Sold . . . The gov- 
ernment instituted a libel proceeding against 62 cases of a food labeled 
as “Imitation Jam” on the ground that a standardized food could not 
be imitated. The court dismissed the libel on the ground that Sec- 
tion 403(c) of the Federal Food, Drug, and Cosmetic Act specifically 
provides for labeling a food product as an “imitation” when it is an 
imitation of another food. This section requires such a food to bear a 
label displaying in type of uniform size and prominence the word 
“imitation” immediately followed by the name of the food imitated. 
The government contended that Section 403(g) prohibited the imita- 
tion of a standardized food, as said section provides that a food shall 
be deemed to be misbranded if its purports to be or is represented as 
a food for which a definition and standard of identity has been pre- 
scribed unless it conforms to said definition and standard. The gov 
ernment contended that an imitation of a food would purport to be 
such food and thus would have to comply with the standard, which by 
its very nature of being an imitation it could not do. Thus it was 
argued such “imitations” by their very nature violate the law. (United 
States v. 62 Cases, More. or Less, Each Containing Six Jars of Jam, 
Assorted Flavors, Net Wt., 5 Lbs. 2 Ozs., Shipped by the Pure Food 
Manufacturing Company, Denver, Colorado, v. Pure Food Manufacturing 
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The author has been of counsel for 
Standard Brands Incorporated for over fif- 
teen years, after several years of practice of 
admiralty and real estate law, since being 
admitted to the Bar in 1929. His present 
work includes problems in connection with 
trade regulation law in the United States 
and foreign countries, such as trademarks, 
advertising, labeling, pricing, and coupon- 
ing; and it involves familiarity with state, 
Federal, and foreign laws and regulations 
governing food and drugs. 

In addition he is a member of the Law- 
yers Advisory Committee and State Trade- 
mark Committee of the United States Trademark Association. During 
the past year Mr. Depew was a lecturer at the New York University 
food and drug law course. 








Company. District Court of the United States for the District of New 
Mexico. No. 1464 Civil F. D. C. No. 26635. Filed September 14, 1949. 
[CCH Food Drug Cosmetic Law Reports § 7134.]) 

It was the government’s position that the language of Section 
403(g) of the Federal Food, Drug, and Cosmetic Act automatically 
outlawed all imitations of standardized food products. By this rea- 
soning, as soon as a standard is established for any food, any imitation 
thereof could no longer be possible. If standards were established for 
all food products, all imitations would automatically then be contra- 
band. The court refused to accept this reasoning and it has given 
judicial approval to labeling as “imitations” products which are imita- 
tions of standardized products. 


The court in sustaining the right to label this product as “imita- 
tion” jam stated that the language in Section 403(c) of the Act provid- 
ing for the labeling of imitation food products is unequivocal, without 
exceptions, and is not obscured in doubt or ambiguity unless there is 
read into it language and meaning not now therein contained. The 
court also said that it could find no appropriate language in Section 
403(c) indicating a legislative intention to make it impossible to imitate 
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an article of food for which standards had been established and went 
on to say that it would have been a simple matter to insert such an 
exception if that had been the legislative intent. 


The court did not attempt to define what type of food would be 
an “imitation” of another food. It considered the jam to be “imitation” 
jam as it was so labeled. It is obvious that the term “imitation” 
as used in Section 403(c) will have to be clarified before it can be 
finally determined whether or not a particular food product may prop- 
erly be labeled as an “imitation.” A possible conclusion, if this deci- 
sion is followed, is that it will be possible to sell any food product as 
an “imitation” if it differs in any respect from a standard, so long as 
it is labeled with the word “imitation” in the same size and prominence 
as the name of the standardized food imitated. 


x = 2 


Provision for Multiple Seizures Before Trial Held To Be Uncon- 
stitutional in Part .. . On December 30, 1948, an application was 
made by Mytinger & Casselberry, Inc. to the Special Three Judge 
Statutory Court, United States. District Court for the District of 
Columbia, under the provision of the United States Code, Judiciary and 
Judicial Procedure, for an order restraining the Federal Security Adminis- 
trator and his assistants from enforcing Section 304(a) of the Federal 
Food, Drug, and Cosmetic Act in so far as it provides for bringing 
more than one libel for condemnation proceeding upon the same alleged 
misbranding “when the Administrator has probable cause to believe 
from facts found without hearing by him or any officer or employee 
of the Agency that . . . the labeling of the misbranded article 
would be in a material respect misleading to the injury or damage of 


the purchaser or consumer.” 


Mytinger & Casselberry, Inc. was a distributor of a food supple 
ment consisting of multiple vitamins and minerals sold under the trade 
name “Nutrilite Food Supplement.” This product contained vitamins 
and minerals in balanced proportions and in amounts claimed by some 
experts in the field to be essential in human nutrition, plus extracts 
from alfalfa, parsley and watercress. It contained no substance or 
material in any way harmful when taken in the suggested dosage, and 
no claim was made that it was adulterated or harmful in any manner 
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to the health of human users. Certain labeling representations were 
made with respect to the product in pamphlets entitled How To Get 
Well and Stay Well. On September 15, 1948, an indictment was returned 
in Los Angeles against the individuals Lee S. Mytinger and William S. 
Casselberry based upon allegations of misbranding of “Nutrilite” by 
the publication of these pamphlets. On September 30, 1948, Charles 
W. Crawford, Associate Commissioner of the Food and Drug Adminis- 
tration, authorized multiple seizures of “Nutrilite” on the basis that 
the pamphlet How To Get Well and Stay Well was misleading in a 
material respect to the injury or damage of the purchaser or con- 
sumer. A single seizure had already been authorized on September 28, 
1948. Thereafter, on October 6, 1948, a seizure was made in Belleville, 
New Jersey. The libel complained of statements made on pages 37 
through 58 of the pamphlet. Thereafter, Mytinger & Casselberry, Inc. 
took steps to eliminate these pages from the pamphlet. In the mean- 
time, four additional seizures were made of the product. On Decem- 
ber 2, 1948, Joseph P. Larrick, Assistant Commissioner of the Food 
and Drug Administration, determined that the 36-page edition of the 
pamphlet How To Get Well and Stay Well was misleading in a material 
respect to the injury or damage of the purchaser or consumer. In the 
meantime, Mytinger & Casselberry had added six additional pages to 
the 36-page booklet and on December 9, 1948, Paul B. Dunbar, Com- 
missioner of the Food and Drug Administration, found that the 42-page 
edition of the pamphlet How To Get Well and Stay Well was misleading 
in a material respect to the injury or damage of the purchaser or con- 
sumer. Thereafter, during the period through January 4, 1949, six 
additional seizures were made of “Nutrilite.” On January 17, 1949, 
the Federal Security Administrator and the other defendants filed a 
motion in the United States District Court for the District of Columbia 
asking for dismissal of the application. On January 24, 1949, the dis- 
trict court refused this motion and held that the decisions of Crawford, 
Larrick, and Dunbar were unlawful because the Administrator of the 
Federal Security Agency did not have the authority to delegate the 
power to make such decisions. Thereafter, on January 28, 1949, J. 
Donald Kingsley, the Acting Administrator of the Federal Security 
Agency, made three decisions identical in language with the three 
decisions of Crawford, Larrick and Dunbar. 
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The three judge court found that many of the statements in the 
pamphlet about the beneficial effects of particular vitamins and minerals 
for nutritional deficiencies were confirmed by the admissions of the 
Administrator of the Federal Security Agency and the other defend- 
ants. The court further found that none of the three forms of the 
pamphlet contained any language which would represent to the mind 
of an ordinarily reasonable and prudent person that all of the symptoms, 
conditions and diseases of the human body necessarily or generally 
result from dietary deficiencies alone or that all of the symptoms, con- 
ditions and diseases of the human body can be prevented, cured or 
treated by the use of “Nutrilite.” It was further found that the 
pamphlets did not represent, suggest or imply that “Nutrilite” was a 
medicine or drug or that it was efficacious or beneficial in the prevent- 
ing, treatment or cure of all diseases. 

Based on these findings, the court issued a permanent injunction 
in which it found that the provisions of Section 304(a)(2) of the Fed- 
eral Food, Drug, and Cosmetic Act, in so far as they provide that the 
Administrator or any officer or employee of the agency might authorize 
the multiple seizure of an article of food, drug, device or cosmetic 
which would be in his opinion in a material respect misleading to the 
injury or damage of the purchaser or consumer, were unconstitutional 
under the due process clause of the Fifth Amendment to the Constitu- 
tion. The court further found that the Administrator and his employees 
in initiating multiple seizures without affording the owners of the 
goods a hearing upon the issue as to whether or not the labeling 
of the product was misleading, acted arbitrarily, oppressively and 
capriciously. The three judge court did not state whether they approved 
or disapproved of the conclusion of the district judge with respect to 
the delegation of authority. (Mytinger & Casselberry, Inc. v. Ewing 
etal. Three Judge Statutory Court, District of Columbia. Civil Action 
No. 5208-48. Opinion rendered October 27, 1949. Findings of Fact 
and Conclusions of Law issued December 13, 1949. [CCH Food Drug 
Cosmetic Law Reports § 7136.]) 


The Food and Drug Administration sought to justify the multiple 
seizures in this case on the ground that it was firmly convinced that 
the labeling representations contained in the three different editions 
of the How To Get Well and Stay Well booklet constituted misbrand- 
ing which made the products dangerous to health. It took the position 
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that the booklets were seriously and materially misleading to the injury 
and damage of purchasers of “Nutrilite” because the statements con- 
tained therein would cause users to rely on “Nutrilite” rather than to 
consult a physician and secure an accurate examination and diagnosis. 
The Administration contended that many people were buying “Nutrilite” 
in the belief that it constituted a general panacea for innumerable 
diseases and conditions. If purchasers used “Nutrilite” under the false 
and erroneous impression that it was useful and effective in preventing 
and treating such diseases, the Administration felt that this not only 
deprived such purchasers of a considerable amount of money without 
corresponding benefit but it also caused such purchasers to rely unwar- 
rantedly upon the product “Nutrilite” for the treatment and prevention 
of serious disease, thereby depriving them of sound and adequate treat- 
ment and affording an opportunity for the disease or condition to 
develop to a point where the best of medical care might be insufficient 
to restore them to normal health. 


The court, on the contrary, decided that vitamin products such as 
“Nutrilite” were not dangerous per se and that in relying upon them 
a person would not necessarily endanger his health. The court thus 
disposed of the provision in Section 304(a)(2) which provides for the 
authorization of multiple seizures where a misbranded article is 
dangerous to health by finding that this article “Nutrilite” was not 
dangerous to health. In addition they went on to decide that the pro- 
vision of this subsection, authorizing multiple seizures where an article 
is misbranded so as to be misleading in a material respect to the injury 
or damage of a purchaser or consumer, is a violation of due process. 
The court did not comment on the provision of the subsection provid- 
ing for the authorization of multiple seizures where the labeling of the 
misbranded article is fraudulent and this particular provision of the 
subsection was not involved in this case. 

The present state of the law with respect to multiple seizures, as 
a result of this decision, is that the Administrator, and possibly his 
assistants, may authorize such seizure if they have probable cause to 
believe from facts found without hearing that the misbranded article 
is dangerous to health or that the labeling. is fraudulent. An appeal 
from this decision was filed with the Supreme Court on January 9, 1950. 


The Administrator has informed its personnel that this case means 
that for the time being multiple seizures generally, for misbrandings, 
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in the absence of prior judgment, evidence of fraud or danger to health, 
may be sharply curtailed. 


eR? oS? 


Fraud Order Enjoined Where Cross-Examination Limited... 
The Postmaster of the City of Newark made an application to the Post- 
master General for a “fraud” order restricting the use of the mails to 
Joseph J. Pinkus in his trading under the names American Health Aids 
Company and Energy Food Center. 


It appeared that Pinkus, trading under these names, had recom- 
mended a reducing plan which required users to take one-half tea- 
spoonful of “Kelp-I-Dine” (a natural seaweed product containing 
iodine) a day and to follow a recommended daily diet which accom- 
panied the vials of kelp. The evidence indicated that the iodine present 
in the kelp, which was claimed to be the chief fat-reducing ingredient, 
was valueless as an anti-fat, that the kelp would not reduce hunger, 
and that the suggested diet was too drastic to be safe for use without 
medical supervision. The Postmaster General issued a fraud order 
limiting use of the mails. On application to the district court an injunc- 
tion was issued prohibiting enforcement of the order on the ground 
that it was unsupported by factual evidence. The court felt that the 
facts did not show a fraudulent attempt to sell a worthless product but 
rather only the existence of a difference of opinion between experts as 
to the efficacy of the product. The court of appeals affirmed on sub- 
stantially the same grounds. The Supreme Court affirmed but on an 
entirely different ground. It held that if the representations were 
made with intent to deceive, they fell squarely within the type of 
situation which would justify a finding of fraud, but it affirmed the 
judgment, without prejudice to a reopening of the proceedings to 
permit additional hearings, on the ground that Pinkus was not per- 
mitted to cross-examine the government’s witnesses concerning state- 
ments in certain medical books which conflicted with their opinions as 
expressed in their testimony. This restriction of cross-examination 
was held to be prejudicial and a sufficient reason for enjoining the 
enforcement of the fraud order as issued. (Louis A. Reilly, as Post- 
master of the City of Newark, in the County of Essex and State of New 
Jersey v. Joseph J. Pinkus, trading as American Health Aids Company, 
also known as Energy Food Center. Supreme Court of the United 
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States. No. 31. October Term, 1949. November 14, 1949. [CCH 
Food Drug Cosmetic Law Reports § 7137.]) 

The Supreme Court in this case has laid down the following gen- 
eral rules with respect to the propriety of issuing fraud orders: 

(1) Such an order may be issued in cases where there is a conflict 
of expert opinion as to the curative effects of a remedy if informed 
medical opinion is in agreement and has been substantiated by experience. 

(2) No fraud order may be issued in cases where there is a mere 
difference of opinion not substantiated by experience. 

(3) No fraud order may be issued unless an actual intent to defraud 
is proved. 

The limitations upon a finding of fraud under the mail statutes, in 
those instances where the charges concerned medical practices in fields 
where knowledge had not yet been crystallized in the crucible of 
experience, were considered as wholesome by the court. Such limita- 
tions were felt to be a necessary curb on the discretion of the Post- 
master General. The court went on to say it would amount to a 
condemnation of new ideas without trial to give the Postmaster Gen- 
eral power to condemn any ideas as fraudulent solely because some 
people may cling to traditional opinions with unquestioning tenacity. 
The court characterized the restriction on cross-examination as illogical, 
if not actually unfair. To permit witnesses to give expert opinions 
based on book knowledge and then to deprive the party challenging 
such evidence of all opportunity to ask about divergent opinions 
expressed in other reputable books seems obviously prejudicial. The 
government attempted to excuse this by pointing out that the books 
were merely medical dictionaries. However, the books mentioned the 
use of kelp as a fat-reducer and to some extent this might be considered 
as refuting the testimony of the government experts that no reputable 
physicians would accept kelp or iodine as a weight-reducer. In addi- 
tion, such cross-examination is peculiarly appropriate in postoffice 
fraud cases where proof of fraudulent intent to deceive has always 
been held to be an essential element. An intent to deceive might be 
inferred from the universality of scientific belief that advertising repre- 
sentations are wholly unsupportable. Conversely, the likelihood of 
such inference might be lessened should cross-examination cause a 
witness to admit that the scientific belief was less universal than he had 


first testified. 
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The Supreme Court also pointed out that the Federal Trade Com- 
mission would have authority to issue cease and desist orders in cases 
of this kind without the need of a finding of fraudulent intent. Unlike 
the Postmaster General, the Federal Trade Commission cannot bar an 
offender from using the mails by a fraud order which could possibly 
wholly destroy the offender’s business. The strikingly different conse- 
quences of the orders issued by the two agencies on the basis of 
similar misrepresentations emphasizes the importance of limiting post- 
office fraud orders to instances where actual fraud is clearly proven. 


x *«* * 


Food May Be Adulterated If It Is So Tough and Rubbery a 
Normal Person Under Ordinary Conditions Would Not Chew and 
Swallow It . . . Certain canned herring roe were seized on the ground 
that they were unfit for food within the meaning of the Federal Food, 
Drug and Cosmetic Act in that they were of a “tough, rubbery con- 
sistency.” A motion was made to dismiss the proceeding on the 
ground that the government could not prevail under any state of facts 
which could be proved in support of this allegation of the libel. Sec- 
tion 402(3)(a) of the Act provides that a food shall be adulterated if 
it is unfit for food. It was the opinion of the court that a product could 
be condemned as unfit for food if it could be proved that it was so 
tough and rubbery that an average person under ordinary conditions 
would not chew and swallow it. This was held to be a question of fact 
which would require a trial and the motion to dismiss was therefore 
rejected. (United States v. 24 Cases, More or Less, and 181 Cases, More 
or Less, Each Containing 24 Cans of an Article Labeled in Part: (cans) 
“Custom House Herring Roe Net Weight 15 Oz. Avoir. . . .” Dis- 
trict Court of the United States for the District of Maine, Northern 
Division. Civil No. 474. F. D. C. No. 26385. November 16, 1949. 
[CCH Food Drug Cosmetic Law Reports § 7140.) 


x * * 


Power of the District Court to Condemn Misbranded Articles Is 
Not Impaired or Affected by a Cease and Desist Order of the Federal 
Trade Commission . . . The government filed a libel against certain 
bottles of “Ri-co” tablets on the ground that they were misbranded in 
that they did not bear adequate directions for use. No serious conten- 
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tion was made that the tablets, as they were labeled, were not mis- 
branded but it was proposed that the decree of condemnation provide 
that the tablets be relabeled in such a manner that they would conform 
with the language in a Federal Trade Commission order. The court 
firmly reiterated the doctrine that the granting of permission to salvage 
condemned products is wholly discretionary with the court. The court 
said it would only exercise such discretion on a showing which would 
appeal to the judgment and conscience of the court. Where a product 
is worthless or practically so, a release for sale by relabeling or other 
treatment will be denied, particularly where the person requesting such 
favorable treatment has a poor record of compliance with the law. 
Such a record is a fact which the court said it would weigh in the 
exercise of its discretion. The court went on to say that a cease and 
desist order issued by the Federal Trade Commission regarding repre- 
sentations made for a drug is not res judicata with respect to similar 
representations proposed for the relabeling of the drug after it has been 
condemned as misbranded in violation of the Federal Food, Drug, 
and Cosmetic Act. The power of the court to condemn misbranded 
articles was held not to be in any way impaired, diminished or in any 
wise affected by the possibility that such misbranding might also be 
the subject of a cease and desist order of the Federal Trade Commis- 
sion or even by the fact, if it be a fact, that such an order had issued. 
(United States v. 33 Bottles, More or Less, of an Article Labeled in Part 
“Ri-co Tablets Homeopathic Combination App. 275 Tablets.” Alberty 
Food Products Company, etc., Claimant. District Court of the United 
States for the Northern District of California, Southern Division. In 
Admiralty. No. 24872-H. November 29, 1949. [CCH Food Drug 
Cosmetic Law Reports { 7139.]) 


i. a 


Postscript on Nue-Ovo Case . . . Some time ago Nue-Ovo was 
held to be a worthless drug which could not be released for relabeling. 
Research Laboratories, Inc. v. United States, reported in “Notes and 
Comment,” 3 Food Drug Cosmetic Law Quarterly (1948) 486-490. 
Despite the determination that Nue-Ovo was worthless in the treat- 
ment of rheumatism, arthritis and similar diseases, Research Labora- 
tories continued to ship the product with the same label it had used in 
the past, except the following statement was added: 
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IMPORTANT 


Many users believe NUE-OVO has brought them relief, but experts differ 
as toits merits. It is prescribed by some doctors although not generally accepted 
by the medical profession. If it does not relieve you after a fair trial in accordance 
with the directions, discontinue its use. Any guarantee to induce the purchase 


of NUE-OVO is unauthorized. 


Six seizures were made of the product as so labeled. The cases 
were consolidated and the government then moved for summary judg- 
ment on the basis of estoppel by judgment. The court granted the 
motion and held that the conclusions reached in the previous trials 
necessarily indicated that the product was ineffective in the treatment 
of arthritis, rheumatism and similar diseases. The facts as found in 
the prior cases necessarily rejected as valueless the testimony of the 
witnesses of Research Laboratories. Such facts and conclusions had 
to be based on a finding that there was no honest difference of opinion 
as to the effectiveness of Nue-Ovo in the treatment of these diseases. 
This was an essential ingredient of the finding that the product was 
ineffective. The court went on to find that the “Important” notice on 
the label did not sufficiently change the label to escape the doctrine 
of res judicata and granted the motion for summary judgment. (United 
States v. 17 Cases, More or Less, of Nue-Ovo, Research Laboratories, Inc. 
District Court of the United States for the Northern District of Illinois, 
Eastern Division. No. 48 C 543. October 11, 1949. [CCH Food Drug 
Cosmetic Law Reports § 7133.]) 


x * * 


Revision in Import Law . . . It has been a long-standing adminis- 
trative practice to release imported articles into the country even 
though they do not entirely comply with the requirements of the Fed- 
eral Food, Drug, and Cosmetic Act. Such release has been given where 
it was thought the goods could be brought into compliance by relabel- 
ing or other appropriate treatment under supervision of the Food and 
Drug Administration, This practice has enabled importers of goods 
that violate the Act in minor respects to avoid reshipping the goods 
out of the country after arrival here. The past practice has received 
statutory approval by the enactment of Public Law 360, approved 
October 18, 1949. The new law also specifically provides that the 
importer of the goods shall be charged with the costs incurred by the 
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Food and Drug Administration in supervising such relabeling or other 
operation made on the imported articles. 


S.. ., Tt 


Manufacturers May Supply Pharmacists With Indications and 
Dosages of Drugs . . . The Federal Security Agency issued a State- 
ment of General Policy or Interpretation on November 10, 1949, with 
respect to the practice of manufacturers of supplying printed matter to 
pharmacists for their professional information. The statement set 
forth the agency’s opinion to the effect that in supplying printed matter 
to the pharmacist for these purposes, when not used as a means of 
over-the-counter sales promotion, the trade was performing a legitimate 
function in making information necessary for professional use readily 
available. The statement concluded with the declaration that the 
agency has no intention of recommending action based on the supply- 
ing or use of such material when limited to this professional purpose. 
(Statement of General Policy or Interpretation; by Oscar R. Ewing, 
Federal Security Administrator. November 10, 1949.) 


x * * 


Hearing on Poisonous Residues on Fresh Fruits and Vegetables 
. . . A public hearing was convened on January 17, 1950, in the Social 
Security Building, Washington, D. C., to consider proposals with 
respect to regulations limiting the quantity of poisonous or deleterious 
residues remaining on or in fresh fruits or vegetables from substances 
used to control pests or to affect the metabolism of the plants. 

This hearing will not consider evidence relating to poisonous or 
deleterious substances used after harvest unless the same substances 
were used before harvest or unless these substances affect the safety 
of, or the tolerance of consumers to, other substances used before 
harvest. This hearing will afford an opportunity for interested parties 
to present their views with respect to toxicity of ingredients used in 
food products. By the time this hearing is over it is likely that these 
questions will be thought of as having only been briefly considered in 
the recently concluded bread hearings. It is -understood that the 
present hearing is likely to continue for more thana year. Mr. Bernard 
D. Levinson, the hearing officer at the bread hearing, has been named 
to conduct this hearing. Mr. Levinson seems to have jumped out of the 
frying pan into the fire. [The End] 
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Oleomargarine.—As we go to press, 
the oleomargarine bill, H. R. 2023, awaits 
the President’s signature after accept- 
ance by the House and Senate of thie 
conference report of March 4, 1950. 

The requirement that colored oleo- 
margarine sold at retail be packaged in 
triangular shape is deleted from the bill 
in its final form. It is required, how- 
ever, that oleomargarine be packaged 
in weights of one pound or less, that 
the word “oleomargarine” or “mar- 
garine”’ appear on the label in lettering 
as large as any other type on the label, 
that a statement of ingredients appear 
on the label, and that each part of the 
contents of the package be contained in 
a wrapper which bears the word “oleo- 
margarine” or “margarine” in lettering 
not smaller than 20-point type. 

Oleomargarine, margarine, or butter 
containing raw material consisting in 
whole or in part of any filthy, putrid, or 
decomposed substance is declared adult- 
erated. Also, such product is declared 
to be adulterated if it is otherwise unfit 
for food. 


In Congress 


An advertisement of oleomargarine ot 
margarine is misleading if it is repre 
sented as a dairy product. 

The term “oleomargarine” or “mar- 
garine” is defined to include all sub- 
stances having a consistence similar to 
that of butter and containing any edible 
oils or fats other than milk fat if made 
in imitation or semblance of butter. 

Section 5 (1) of the Federal Trade 
Commission Act is amended by the 
addition of a provision that “each sepa- 
rate violation of such an order shall be 
a separate offense, except that in the 
case of a violation through continuing 
failure or neglect to obey a final order 
of the Commission, each day of con- 
tinuance of such failure or neglect shall 


be deemed a separate offenss 


Codification of Food, Drug, and Cos- 
metic Act.—On February 2, a bill 
(H. R. 7121) was introduced in the 
House of Representatives to revise, 
codify, and enact into law Title 21 of 
the United States Code, entitled “Food 
and Drugs.” 
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Cut-rate advertising. — Companion 
bills have been introduced into the New 
York legislature (A. 936, S. 893) which 
seek to provide for the revocation or 
suspension of pharmacy licenses or reg- 
istration certificates for displaying signs 
which deceive or mislead the public and 
for use of the words “cut rate” in con- 
nection with store signs or advertising. 


Food products.—New York Assembly 
Bill 897 would prohibit the manufacture 
or sale of food or food products contain- 
ing poisonous or deleterious substances 
unless containers are marked with per- 
centages of these substances. ... / An- 
other bill (A. 1376) would establish a 
consumer’s bureau in the State Health 
Department to prevent the manufacture 
and sale of adulterated or misbranded 
foods, drugs, cosmetics or health de- 
vices and to regulate advertising with 
respect to its effect on public health. 
The measure authorizes inspection and 
seizure of offending products. 

Frozen food labeling—The Massa- 
chusetts House has a bill (H. 550) 
before it which would regulate the label- 
ing of frozen foods. 
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Soap labels.—The Kentucky Senate, 
on February 15, passed S. 47, which 
imposes a fine upon persons offering 
for sale any disinfectants, liquid scrub 
powders or dish-washing powders or 
compounds without labels disclosing 
their exact ingredients in percentages. 


Standard containers. — Mississippi 
will consider a measure (S. 18) to fix 
standard weights for containers of wheat 
and corn flour, corn meal, hominy and 
grits. 


Taxation.—Companion bills in New 
York (A. 1437, S. 1084) would authorize 
Long Beach to impose a five per cent tax 
on the sale of food and beverages, except 
charges under $1. 


Food and drug law administration.— 
The Missouri legislature approved a bill 
(S. B. 1051) on January 6, 1950, repeal- 
ing a law relating to its Division of 
Health and re-enacting it to provide 
that all powers and duties pertaining to 
the administration of food and drug 
laws be exercised by the Division of 


Health. 
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Administrator’s Authority Ques- 
tioned.—The authority of the Federal 
Security Administrator, under Section 
304 (a) of the Federal Food, Drug, and 
Cosmetic Act, to institute multiple libel 
proceedings without hearing is before 
the United States Supreme Court. The 
Court has noted jurisdiction in an ap- 
peal filed by the Administrator from a 
District of Columbia court decision 
(Mytinger & Casselberry Inc. v. Ewing 
et al., CCH Food Drug Cosmetic Law 
Reports 7136), holding this portion of 
Section 304 (a) unconstitutional. 


Liver Preparations.—‘‘ Desiccated 
liver,” “liver concentrate,” “liver frac- 
tion 1,” and “liver fraction 2” are re- 
garded as “common and usual” names 
for products conforming to the defini- 
tions proposed for the Ninth Edition of 
the National Formulary to be published 
in 1950. However, designation of these 
articles as “N. F.” will not be permis- 
sible until the monographs are effective 
although the Administration will take 
no exception to the sale before that date 
of products conforming to the proposed 
definitions. A manufacturer of a prepara- 
tion differing from the U. S. P. and 


In the FDA 


N. F. preparations should designate his 
product by a name which will clearly 
differentiate it from any official title 
(Notice of Commissioner of Food and 
Drugs, December 20, 1949). 


New Director of Region V.—Dr. 
Seward E. Miller was appointed to the 
directorship of Region V of the Federal 
Security Agency by Administrator Oscar 
R. Ewing as of February 1. For the 
past five years Dr. Miller had been 
Chief of Laboratory Services in the 
Public Health Service’s Communicable 
Disease Center in Atlanta. His new 
duties consist of guiding the agency’s 
activities in Illinois, Indiana, Wisconsin, 
and Minnesota with headquarters in 
Chicago. 

The former director was Ed Mc- 
Donald, who left last October when 
transferred to the Labor Department. 


Dulcin and P-4000 Declared Poison- 
ous.—The use of the artificial sweet- 
eners dulcin and P-4000 in drugs is to 
be discouraged, and the Federal Se- 
curity Administrator regards these 
chemicals as poisonous substances which 
have no place in any food. Other artifi- 


Page 93 





cial sweeteners are available for use 
which have a much greater margin of 
safety in chronic-toxicity studies (State- 
ment of General Policy or Interpreta- 
tion by John L. Thurston, Acting 
Federal Security Administrator. Janu- 
ary 13, 1950). 


Coal-Tar Violet—Amendment of the 
Food and Drug regulations to include a 
violet called F D & C Violet No. 1 
among the coal-tar colors usable in 
foods, drugs, and cosmetics has been 
proposed by Federal Security Adminis- 
trator Oscar R. Ewing. In addition, he 
has proposed the removal of D & C 
Violet No. 1 from the regulations. 
Specifications for the new listing, in 
general, limit the tolerances for im- 
purities more closely. 


Poisonous Residues on Fresh Fruits 
and Vegetables.—A public hearing was 
held January 17, on proposals to issue 
regulations limiting the quantity of 
poisonous or deleterious residues re- 
maining on fresh fruits or vegetables 
from substances used to control pests 
or to affect the metabolism of plants. 
See Franklin M. Depew’s comments, 
page 90 in this issue. 


Administration Activities During 
Past Year.—A compilation of the activi- 
ties of the Food and Drug Administra- 
tion during the past year shows that 
16,000 factory investigations were made, 
and that examination of 55,000 samples 
of products shipped in interstate com- 
merce led to the institution of 2,200 
seizure, criminal, and injunction actions 
in the Federal courts. In addition, 
6,400 imported products which failed to 
meet United States requirements were 
detained at ports of entry (Annual Re- 
port of Federal Security Administrator 
Oscar R. Ewing, 1949). 


Amendment of Antibiotic Drug 
Regulations.—The regulations govern- 
ing certification of antibiotic-containing 


Page 94 


Food Drug Cosmetic Law Journal 


drugs have been amended to include 
new provisions concerning fees, labeling 
of procaine penicillin containing pre- 
servatives, penicillin-bacitracin ointment, 
aureomycin tablets, and bacitracin-tyro- 
thricin troches. Other amendments 
concern: labeling of penicillin bougies; 
standards of identity of procaine peni- 
cillin for aqueous injection; aureomycin, 
chloramphenicol, and _ bacitracin for 
diagnostic use; requests for certification 
of chloramphenicol and chloramphenicol 
capsules; and packaging of bacitracin 
ointment. In addition, provisions re- 
lating to clarity of solution for penicillin, 
streptomycin, dihydrostreptomycin, au- 
reomycin, and bacitracin have been re- 
moved. 


Notices of Judgment.—The Federal 
Security Agency has issued the follow- 
ing Notices of Judgment under the 
Federal Food, Drug, and Cosmetic Act 
recently: Foods Nos. 14751-14800, is- 
sued January 1950, 14801-14850 and 
14851-14900, issued February 1950; Drugs 
and Devices Nos. 2671-2690, 2691-2710, 
2711-2730, 2731-2750 and 2751-2770, is- 
sued January 1950. 


Habit-Forming Drug: Nu 2206.— 
Notice has been given by the Bureau of 
Narcotics in the Department of the Treas- 
ury that a determination is proposed to 
be made that the new drug Nu-2206 
(3-hydroxy-N-methylmorphinan) has an 
addiction-forming or addiction-sustain- 
ing liability similar to morphine and is 
an opiate. 


Pharmacopoeia Headquarters To Be 
Dedicated. — The new national head- 
quarters of the United States Pharma- 
copoeia is to be dedicated at 46 Park 
Avenue, New York City, on April 12. 
The remodeled five-story structure will 
house the permanent offices of the 
organization and provide space for the 
conferences on revisions of the pharma- 
copoeia. 
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Diathermy Devices.—A company en- 
gaged in the sale of diathermy devices 
is charged with misrepresenting their 
effectiveness in the treatment of such 
ailments as arthritis and rheumatism 
(FTC Docket 5727). 


Hair Preparation.—False advertising 
of a hair preparation was recently al- 
leged in FTC Docket 5733. The com- 
plaint charges as misleading the claims 
that the product is not a dye, that it will 
add color to the roots of the hair and 
prevent it from becoming gray, and will 
impart the former natural shade or color 
to streaked, gray, and faded hair. 

A complaint charging misrepresenta- 
tion of the properties and effectiveness 
of a shampoo was dismissed in FTC 
Docket 5439 because the company in- 
volved no longer manufactures or sells 
the product. 


Seasonings and Spices. — Misrepre- 
sentation of the properties in seasonings 
and spices by claims that the products 
contain pure flavor extractions, that use 
of natural ground spices results in gas- 


In the FTC 


tric distress, and that ground spices in 
their natural state are a “filthy” product 
high in bacteria content and containing 
objectionable foreign matter, is charged 
in FTC Docket 5734. 

Skin Creams and Soap.—False adver- 
tising by a cosmetic company of skin 
creams and soap as an effective treat- 
ment for blemished skin by normalizing 
oil flow, shrinking enlarged pores, re- 
moving impurities from openings, and 
other such actions, was prohibited in 
FTC Docket 5490. 

Misrepresentation of the olive oil con- 
tent of a soap was forbidden in FTC 
Docket 5652. 

Advertising that a 
would develop or increase the size of a 
woman’s breasts was order to be ceased 
in FTC Docket 5291. 

Food Insecticides.—Misrepresentation 
of the properties and effectiveness of 
food insecticides was charged and pro- 
hibited in FTC Docket 5676. The un- 
qualified representation that pyrethrum 
is the only safe food insecticide and that 


cosmetic cream 


Page 95 








it is not toxic to humans or warm- 
blooded animals was forbidden. 


Cough Drops.—A company engaged 
in the sale of cough drops has agreed to 
discontinue misrepresentations as to the 
therapeutic properties of its product: 
that the therapeutic value exceeds that 
of a soothing demulcent for allaying 
minor throat irritations (Stipulation 


7945). 


Medicinal Preparations. — Misrepre- 
sentation as to the therapeutic proper- 
ties of a medicinal preparation in the 
treatment or cure for inflammation and 
ulcers of the stomach and intestines, 
gas stomach, acid stomach or colitis 
was prohibited in FTC Docket 5574. A 
claim of mucin as an ingredient was also 
ordered ceased, as the product was 
actually “a plant material of a slimy, 
mucilaginous nature, derived from a 
vegetable source.” 

In FTC Docket 5630, a company of- 
fering a medicinal preparation which 
was a mixture of an ordinary irritant 
laxative and bitter ingredients in a 
sugar owillened and volatile oil flavored 
vehicle of water and alcohol was or- 
dered to cease representing that the 
product was a cure, treatment or pre- 
ventative for constipation, poor diges- 
tion, loss of weight, nervousness, 
irritability, stomach trouble, dizzy spells, 
and various other disorders. 

Misrepresentation of the therapeutic 
properties of a medicinal preparation 
was prohibited in FTC Docket 5621. 
The product was purported as being an 
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effective treatment for any disease of 
the prostate gland, kidneys or bladder 
as well as having the power to clear 
the human system of poisons and to 
build up the strength or energy of the 
user. 


Candy Industry Trade Practice 
Rules.—Trade practice rules have been 
promulgated for the candy manufactur- 
ing industry. Group I lists 21 rules of 
unfair trade practices such as decep- 
tion, misrepresentation as to character 
of business, misuse of word “free,” and 
false invoicing, to name a few. Group 
II includes five rules considered to be 
conducive to sound business methods: 
recording of trade-marks and trade- 
names to avoid confusion, statistics, 
dissemination of credit information, 
price lists, and policy as to disclosure of 
quality guarantee and return of candy. 


Grocery Trade Practice Conference. 
—A trade practice conference for the 
grocery industry began in Washington, 
D. C., on February 3. The major na- 
tional organizations in the grocery in- 
dustry have selected representatives to 
serve on the industry committee which 
will work with the Federal Trade Com- 
mission in formulating a draft of pro- 
posed trade practice rules for the 
iindustry. Among the representatives 
comprising the committee are Paul S. 
Willis and Charles Wesley Dunn of 
Grocery Manufacturers of America, 
Inc., H. T. Austern of the National 
Canners Association, and William A. 
Quinlan of the United States Whole- 
sale Grocers Association, Inc. 
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Timely, Needed ... 


A NEW LOOK AT ANTITRUST 
ENFORCEMENT TRENDS 


—and Other Papers (0C29) 


Here in this “Antitrust Law Symposium, 1950 Edition” are 
those important and enlightening papers delivered January 25, 1950, 
at the second annual meeting of the Section on Antitrust Law of 


the New York State Bar Association. 


Incisively discussed by recognized authorities are basic trends 
under federal antitrust laws, the proposal for federal incorporation 
and licensing of interstate corporations, price competition under 
the Robinson-Patman Price Discrimination Act, and numerous other 
topics of present-day importance. 


Truly a treasury of top-flight legal thinking on business prob 
lems of today—contents include: Introductory Statement, Charles 
Wesley Dunn; Opening Address, Harold J. Gallagher; Progress in 
enforcing the Sherman Antitrust Act, /. //oward McGrath; The 
Federal Trade Commission—W ith a New Look, Lowell B. Mason; 
The Current Antitrust Law Investigation, Emanuel Celler; The 
Supreme Court and Section 3 of the Clayton Act—The Standard 
Oil of California Decision, 1. Thomas Austern; Meeting Price Com 
petition Under Section 2(b) of the Clayton Act As Amended by 
the Robinson-Patman Act, William Simon; Legislative Proposal for 
Federal Incorporation and Licensing of Interstate Corporations, 
Blackwell Smith; A New Look at Antitrust Enforcement Trends, 
S. C. Oppenheim; Bigness in Business, Herbert A. Bergson; The 
Sherman Antitrust Act and Business Economics, KX. S. \/eriam; 
Amendment of the Sherman Antitrust Act, Bethuel A/. Webster 

Dependable—a Commerce Clearing House, Inc., publication. 
In all, about 112 pages, 6 x 9 inches, heavy paper covers. Single 
copies, $1 each (10 copies, $8; 25, $18), plus small charge for postage 
and packing. (When remittance in full accompanies order, CCH 
Products Company pays postage and packing charge.) 
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